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FOOD, DRUG, AND COSMETIC ACT 
(Factory Inspection) 


TUESDAY, MAY 19, 1953 


House or REPRESENTATIVES, 
CoMMITTEE ON INTERSTATE AND FOREIGN COMMERCE, 
Washington, dD, CG. 

The committee met at 10 a. m., pursuant to call, in room 1334, New 
House Oflice Building, Hon. Charles A. Wolverton (chairman) pre- 
iding. 

‘The Cuamman. The committee will come to order. 

This morning the committee begins hearings on H. R. 2769, H. R. 
3551, and H. R. 3604. These three bills differ slightly in language 
but are designed to accomplish the same objective, namely, to restore 
to the Food and Drug Administration the authority to inspect fac- 
tories, warehouses, and other establishments in which food, drugs, 
devices, or cosmetics are manufactured, processed, packed, or held. 

The power of inspection was eliminated by the Supreme Court in 
the Cardiff case last December 8 not because that authority violated 
any constitutional guaranty, but because the provisions covering in- 
spections as written by the Congress were found to be contradictory 
and uncertain. 

Asa result of this decision, enforcement of the Federal Food, Drug, 
and Cosmetic Act has been seriously jeopardized. The seriousness of 
the situation was called to the attention of the Congress by President 
Eisenhower who, in his message delivered in person on February 2, 
1953, requested early action by the Congress aimed at restoring the 
power of inspection of the Food and Drug Administration. 

(The bills and Department reports follow :) 


mM 


[H. R. 2769, 88d Cong., 1st sess.] 


A BILL To amend section 704 of the Federal Food, Drug, and Cosmetic Act, so as to 
protect the public health and welfare by restoring certain authority for factory 
inspections 


Be it enacted by the Senate and House of Representatives of the United States 
of America in Congress assembled, That section 704 of the Federal Food, Drug, 
and Cosmetic Act, as amended (21 U. 8S. C. 374), is amended by striking out the 
words “after first making request and obtaining permission of” and inserting in 
lieu thereof the words “after first giving written notice to”. 


[H. R. 3551, 83d Cong., 1st sess.] 
A BILL To amend section 704 of the Federal Food, Drug, and Cosmetic Act, so as to 


protect the public health and welfare by providing adequate authority for factory 
inspections 


Be it enacted by the Senate and House of Representatives of the United States 
of America in Congress assembled, That section 704 of the Federal Food, Drug, 


1 
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and Cosmetic Act, as amended (21 U. S. C., see. 374), is amended by striking out 
‘after first making request and obtaining permission of” and inserting in lieu 
thereof “after first exhibiting appropriate credentials to”, so that such section, 
as so amended, will read as follows: 


“FACTORY INSPECTION 


“Seo. 704. For purposes of enforcement of this Act, officers or employees duly 
designated by the Administrator, after first exhibiting appropriate credentials 
to the owner, operator, or custodian thereof, are authorized (1) to enter, at 
reasonable times, any factory, warehouse, or establishment in which food, drugs, 
devices, or cosmetics are manufactured, processed, packed, or held, for introduc- 
tion into interstate commerce or are held after such introduction, or to enter any 
vehicle being used to transport or hold such food, drugs, devices, or cosmetics in 
interstate commerce; and (2) to inspect, at reasonable times, such factory, 
warehouse, establishment, or vehicle and all pertinent equipment, finished and 
untinished materials, containers, and labeling therein.” 


[H. R. 3604, 83d Cong., 1st sess.] 


4 BILL To protect the public health and welfare by restoring authority for factory 
inspections under the Federal Food, Drug, and Cosmetic Act 


Be it enacted by the Senate and House of Representatives of the United States 
of America in Congress assembled, That section 704 of the Federal Food, Drug, 
and Cosmetic Act (21 U. S. C. 374) is amended by striking out the words “after 
first making request and obtaining permission of” and inserting in lieu thereof 
the words “after first giving written notice to”. 


FEDERAL SECURITY AGENCY, 
Washington, March 2, 19538 
Hon. CHARLES A, WOLVERTON, 
Chairman, Committee on Interstate and Foreign Commerce, 
House of Representatives, Washington, D. C 

Dear Mr. CHAIRMAN: This letter is in response to your request of February 9, 
1953, for a report on H. R. 2769, a bill to amend section 704 of the Federal Food, 
Drug, and Cosmetic Act, so as to protect the public health and welfare by 
restoring certain authority for factory inspection. 

The amendment proposed by this bill is identical with a legislative proposal 
designed to carry out a recommendation of the President and submitted by us 
to the Congress on February 2, 1953. Our letter to the Speaker of the House 
submitting the proposal was, as you know, referred to your committee on 
February 3, 1953, but a copy of our letter is enclosed herewith for the committee’s 
convenience 

The proposed amendment is designed to clarify an ambiguity in the present 
act which caused the Supreme Court, in a decision rendered on December 8, 1952 
(United States v. Cardiff), to decline enforcement of criminal penalties for viola- 
tion of section 301 (f) of the act which prohibits “refusal to permit entry or 
inspection (of an establishment or vehicle) as authorized by section 704”. The 
Court did so because section 704 authorizes inspection only after “first making 
request and obtaining permission of the owner, operator, or custodian,” thus 
making the prohibition of section 301 (f) too vague in its meaning to serve as a 
valid basis for criminal sanctions. This bill is intended to remove any ambiguity 
by amending section 704 so as to authorize entry and inspection “after first 
giving written notice” in lieu of the requirement of request and permission.” 

The Supreme Court’s decision not only makes impossible the criminal enforce- 
ment of the factory inspection provisions but also makes impossible enforcement 
of other vital sections which require evidence obtainable only by factory inspec- 
tions. All of the provisions of the law to protect the consumer's health and 
pocketbook are most effectively enforced through factory inspection simply 
because aduiterations can best be detected at their source by going into the 
plant and seeing what is being done. Some 80 percent of the violations under 
the act made the basis of legal action in recent years have been initially dis- 
covered through factory inspection. 
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As said by the President in his state of the Union message of February 2, 1953: 

“Public interest similarly demands one prompt specific action in protection of 
the general consumer. The Food and Drug Administration should be authorized 
to continue its established and necessary program of factory inspections. The 
invalidation of these inspections by the Supreme Court on December 8, 1952, 
was based solely on the fact that the present law contained inconsistent and 
unclear provisions. These should be promptly corrected.” 

For a fuller statement of the need for this legislation, we respectfully refer 
the committee to the statement in our letter of February 2, 1953, to the Speaker 
of the House enclosed with this report. 

We urge that the bill be enacted by the Congress. 

In accordance with established procedure, we have submitted this report to 
the Bureau of the Budget and are advised by that Bureau that enactment of this 
bill would be in accord with the program of the President. 

Sincerely yours, 
Overa Cup Hosry, Administrato? 


FEDERAL SECURITY AGENCY, 
Washington, D. C., February 2, 1958 
The honorable the SPEAKER OF THE HOUSE OF REPRESENTATIVES, 
Washington 25, D. C. 

DEAR Mr. SPEAKER: The President of the United States, in his message on the 
state of the Union, recommended the enactment of legislation to restore the Food 
and Drug Administration's authority to make factory inspections. I am trans 
mitting for your consideration a draft of bill to carry out this recommendation. 

The integrity of the Nation’s foods and drugs has been placed in jeopardy by 
a defect in the act exposed in a recent decision of the Supreme Court. In United 
States v. Cardiff, decided December 8, 1952, the Court nullified provisions designed 
to authorize food and drug inspectors to visit and inspect places of business 
engaged in the preparation and handling of these most vital commodities. This 
was done because of an apparent inconsistency between section 301 (f) and sec- 
tion 704. The Court said that it could not “make sense” out of the act as it 
stands. Prompt remedial legislation is necessary if the public health and welfare 
are to be protected from filth, dangerous adulterations, and economic cheats, 

Prior to 1988, when the Federal Food, Drug, and Cosmetic Act replaced the 
Food and Drugs Act of 1906, there was no provision compelling producers and 
handlers of foods and drugs to submit their establishments and materials to 
inspection. As early as 1917 we called attention to our lack of authority to 
inspect warehouses as one of the most conspicuous defects in the original act. 
When Congress replaced that act with the present more comprehensive law pro- 
visions were inserted to authorize factory inspection and to punish persons 
refusing to permit it. 

The Senate Committee on Commerce, reporting in 1935 on a bill predecessor 
to that enacted in 1938, said: 

“Authority for such inspection is an indispensable implement for the enforce- 
ment of any statute intended to protect public health. Many of the provisions 
of this bill, particularly those dealing with filth and insanitary conditions, could 
not be otherwise effectively applied. 

“While one of the great weaknesses of the present Food and Drugs Act is the 
absence of any provision of this kind, it has been found that most manufacturers 
welcome inspection by Federal officials. Experience has shown that the rela- 
tively small minority who refuse permission for inspection in almost every 
instance are undertaking to hide some reprehensible condition.” 

Similarly, in the 1938 report of the House Committee on Interstate and Foreign 
Commerce, it was stated: 

“Section 704 provides for the inspection of factories doing an interstate busi- 
ness. While no such provision is in the present law, perhaps more than 95 percent 
of food and drug manufacturers have invariably given permission to inspect 
It is only through factory inspection that certain abuses of consumer welfare 
can be established. A notable illustration of this is insanitary manufacturing 
conditions.” 

The confusion in the legislation which gave rise to the Supreme Court decision 
grew out of a 1937 revision of the bill. Though the Senate Committee on Com- 
merce clearly indicated that it intended no substantive change by a rearrange- 
ment of the factory inspection provisions, it devised the language which the 
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Supreme Court found too vague for enforcement. As finally enacted, section 301 
(f) made it unlawful for any person to refuse to permit factory inspection “as 
authorized by section 704.” But section 704 authorized inspection only after our 
inspectors had first requested and obtained permission from the owner, operator, 
or custodian of the establishment or vehicle involved. This, the Court thought, 
did not sufficiently inform the public that a refusal to give permission would 
be a misdemeanor. 

It is evident that the Food and Drug Administration cannot carry out its 
duties of safeguarding our food and drugs unless it has authority to inspect 
establishments and vehicles wherein these commodities are made, transported, 
and held. We cannot rely upon inspection on a voluntary basis because the very 
persons who would refuse to permit entry are the ones most likely to be engaged 
in conduct violative to law Experience under the 1906 act proved conclusively 
that adequate public protection could not be provided without authority for 
factory inspections 

Even where evidence of violation could be obtained from other sources, denial 


of the privilege of inspection of factories, warehouses, etc., obviously results in 
serious delays, inconvenience, and risks of evasion But delays, inconveniences, 
and evasion, however serious, are not the whole story There are many types 
of violations, including some of the most serious, which can be discovered only 
by inspection of factories and warehouses For example: 





(1) Section 402 (a) (4) of the act (21 U. S. C. 342 (a) (4)) declares that a 
food is adulterated “if it has been prepared, packed, or held under insanitary 
conditions whereby it may have become contaminated with filth, or whereby it 
may have been rendered injurious to health.” In the absence of authority to 
enter and inspect the premises where such products are prepared, packed, 
or held to determine whether insanitary conditions prevail, these provisions are 
meaninzless. 

(2) A frequently encountered condition of insanitation relates to filth which 
cannot be detected in the finished product by any laboratory test yet devised. 
Worms, bugs, excreta and other filth may contaminate almost all food. Modern 
methods may be used to remove from many foods the skeletal parts of insects 
and the insoluble parts of other filth, but the soluble filth becomes an integral 
part of the finished food and its presence cannot be detected by the microscope 
or any other method of objective examination 











}) Coal-tar colors are used in many foods, drugs, and cosmetics. Not all 
coal-tar colors are harmless and suitable for human use. Recognizing this the 
Congress required that all coal-tar colors used for this purpose be certified. It 
would be impossible to ascertain wheth the coal-tar color in a product came 


from a batch that had been certified without factory inspection both at the 
plant which manufactured the coal-tar color and at the plant which manu- 
factured the product containing such colors 
t) The safety of new drugs was a special concern of Congress in the enact- 

ment of the act of 1938. P 
required to submit in advance data regarding the scientific investigations that 
had been made to establish safety and data regarding the methods, facilities, 
and controls used in manufacture to guarantee continuing safety. The Admin- 
istrator was authorized to suspend the application if any false statement was 
made in describing the investigational work or the production methods, facilities, 
and controls. The Administrator could not, however, find that untrue statements 
with respect to facilities and controls had been made in an application unless, 
through factory inspections, he could check the data furnished by the applicant. 

Factory inspection has become the heart of the enforcement program. More 
than 8O percent of our work grows out of what we find in the factories we 
inspect. This is the only type of operation that is at all feasible with the approxi 
mately 220 inspectors we now have to police the interstate distribution of prod 
ucts valued at more than $50 billion annually. A very much larger force of 
inspectors would be necessary even to provide the admittedly inadequate cover- 
age we have been giving if we were required to operate without clear authority 
to make observations in establishments preparing and handling food, drugs, 
devices, and cosmetics 

We have considered several methods of repairing the factory inspection pro- 
visions. Time is of the essence in restoring the needed authority to prevent loss 
of the progress made over the past 14 vears. A simple amendment, to eliminate 
the need for obtaining permission before making inspections, can restore the 
vital provisions and should avoid needless controversy over the scope of the 
inspection authority. We are content to leave to the United States courts the 
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problem of saying how far the authority extends Iifforts to change the sub 
stantive language in any way will involve heated controversy and is likely to 
delay enactment 

We recommend that the Congress strike out of section 704 of the act the words 
“after first making request and obtaining permission of” and substitute “after 
first giving written notice to.” The section as amended would read: 


FACTORY INSPECTION 


“Sec. 704. For purposes of enforcement of this Act, officers or employees duly 
designated by the Administrator, after first giving written notice to the owner, 
operator, or custodian thereof, are uuthorized (1) to enter, at reasonable times, 
any factory, warehouse, or establishment in which food, drugs, devices, or cos- 
metics are manufactured, processed, packed, or held, for introduction into inter- 
state commerce or are held after such introduction, or to enter any vehicle being 
used to transport or hold such food, drugs, devices, or cosmetics in interstate 
commerce; and (2) to inspect, at reasonable times, such factory, warehouse, 


establishment, or vehicle and all pertinent equipment, finished and unfinished 


materials, containers, and labeling therein. [New language is italicized. } 
This would authorize the inspectors to enter factories immediatly after pre- 
senting a notice to the owner, operator, or custodian. The notice would officially 


advise the firm that an inspection would be conducted. Refusal to permit entry 
or inspection upon receipt of the notice would be a misdemeanor. 
Most of the industries benefit from the educational effects of factory inspection 


and from the protection it affords against unscrupulous fringe operators. We 
are convinced from the action of several national organizations in the industries 
concerned that the bill will have wide support among the persons subject to it. 


A draft bill is enclosed, 
Sincerely yours, 


‘ 


OvetTa CuLp Hopsy, Administrator. 


A BILL To protect the public health and welfare by restoring authority for factory inspec 
tions under the Federal Food, Drug, and Cosmetic Act 


Be it enacted by the Senate and House of Representatives of the United States 


of America in Congress assembled, That section 704 of the Federal Food, Drug, 


and Cosmetie Act (21 U. 8S. C. 374) is amended by striking out the words “after 


first making request and obtaining permission of” and inserting in lieu thereof 
the words “after first giving written notice to” 


FEDERAL SecurtIry AGENCY, 
Washington, March 20, 1953 
Hon. CHARLES A. WOLVERTON, 
Chairman, Committee on Interstate and Foreign Commerce, 
House of Representatives, Washington, D. C. 

DEAR Mr. CHAIRMAN: This letter is in response to your request of March 2, 
1953, for a report on H. R. 3551, a bill to amend section 704 of the Federal Food, 
Drug, and Cosmetic Act, so as to protect the public health and welfare by 
providing adequate authority for factory inspections. 

This bill is similar to a legislative proposal designed to carry out a recom- 
mendation of the President and submitted by us to the Congress on February 
2, 19538. Our letter to the Speaker of the House of Representatives submitting 
the proposal was, as you know, referred to your committee on February 3, 
1953, but a copy is enclosed herewith for the committee’s convenience. 

H. R. 3551, like the bill we suggested, is designed to correct an ambiguity in 
the present act which caused the Supreme Court in a decision rendered on 
December 8, 1952 (United States v. Cardiff), to hold that the language in section 
301 (f) of the present act is not fair warning to the factory mimager that if 
he fails to consent to inspection he is a criminal. 

The Supreme Court’s decision not only makes impossible the criminal enforce- 
ment of the factory inspection provisions but also makes impossible enforcement 
of other vital sections which require evidence obtainable only by factory inspec- 
tions. All of the provisions of the law to protect the consume1’s health and 
pocketbook are most effectively enforced through factory inspection simply 
because adulterations can best be detected at their source by going into the 
plant and seeing what is being done. Some 80 percent of the violations under 
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the act made the basis of legal action in recent years have been initially discoy 
ered through factory inspection 

As said by the President in his state of the Union message of Fe ¢ruary 2, 1953: 

“Public interest similarly demands one prompt specific action in protection of 
the general consumer. The Food and Drug Administration should be authorized 
to continue its established and necessary program of factory inspections. The 
invalidation of these inspections by the Supreme Court on December 8, 1952, was 
based solely on the fact that the present law contained inconsistent and unclear 
provisions. These should be promptly corrected.” 

For a more complete statement of the need for this legislation we respectfully 
refer the committee to the statement in our letter of February 2, 1953. 

Both H. R. 3551 and the bill which we recommended now identified as H. R. 2769, 
are intended to correct the uncertainty in the act by amending section 704 So as 
to authorize entry and inspection after giving proper notice to the plant manage- 
ment in lieu of the requirement for making request and obtaining permission 
We proposed the phrase “after first giving written notice,’ while H. R. 355 
carries instead the statement, “after first exhibiting appropriate credentials.” 

It is our view that there is no substantial difference in the two bills. Either 
would be satisfactory to this agency. We suggested the written notice in ac- 
cordance with a request of representatives of the drug manufacturing industry 
and because we agreed that some formal method of notification is desirable in 
order to avoid any controversy in a specific case as to whether or not the in- 
spector had propertly identified himself and clearly made known his business at 
the plant. 

We do not believe that any interval should be provided between the time that 
the inspector delivers the written notice and the time actual inspection begins 
If this should occur the value of the inspection would be lost in many instances 
since the manufacturer could take advantage of the interval to conceal ob- 
jectionable practice. 

The suggested change of wording made by H. R. 3551 apparently is intended 
to remove any question as to whether or not prior notice of inspection is neces- 
sary. Frankly, we believe there is but little preference between the language 
in H. R. 3551 and that in the bill we proposed, but we have no objection to the 
surgested change. 

We are interested solely in restoring to the Government the authority to make 
inspection of manufacturers, processors, and handlers of foods, drugs, devices, 
and cosmetics. Any language that will accomplish that purpose is satisfactory 
to us. We believe the language of either H. R. 3551 or H. R. 2769 will ae- 
complish that purpose. 

Sincerely yours, 
OverTa Cure Horry, Administrator. 


FEDERAL Securtry AGENCY, 
Washinaton, Wareh 20, 1953. 
Hon. CHARLES A. WOLVERTON, 
Chairman, Committee on Interstate and Foreign Commerce. 
House of Representatives, Washington 25, D. C. 

Dear Mr. CHarRMAN: This letter is in response to your request of March 4. 
1953, for a report on H. R. 3604, a bill to protect the public health and welfare 
by restoring authority for factory inspections under the Federal Food, Drug, and 
Cosmetic Act. 

The amendment proposed by this bill is identical in substance with a legislative 
proposal designed to carry out a recommendation of the President and submitted 
by us to the Congress on February 2, 1953. Our letter to the Speaker of the 
House submitting the proposal was, as you know, referred to your committee 
on February 3, 1953, but a copy of our letter is enclosed herewith for the com 
mittee’s convenience. 

The proposed amendment is designed to clarify an ambiguity in the present 
act which caused the Supreme Court, in a decision rendered on December 8, 
1952 (United States v. Cordiff), to decline enforcement of criminal penalties 
for violation of section 301 (f) of the act which prohibits “refusal to permit 
entry or inspection [of an establishment or vehicle] as authorized by section 
704.” The Court did so, because section 704 authorizes inspection only after 
“first making request and obtaining permission of the owner, operator, or cus- 
todian,” thus making the prohibition of section 301 (f) too vague in its mean- 
ing to serve as a valid basis for criminal sanctions. This bill is intended to 
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remove any ambiguity by amending section 704 so as to authorize entry and 
inspection “after first giving written notice” in lieu of the requirement of request 
and permission. 

The Supreme Court’s decision not only makes impossible the criminal enforce- 
ment of the factory inspection provisions but also makes impossible enforcement 
of other vital sections which require evidence obtainable only by factory inspec- 
tions. All of the provisions of the law to protect the consumer's health and 
pocketbook are most effectively enforced through factory inspections simply 
because adulterations can best be detected at their source by going into the plant 
and seeing what is being done. Some 8O percent of the violations under the act 
made the basis of legal action in recent years have been initially discovered 
through factory inspection. 

As said by the President in his state of the Union Message of February 2, 1953: 

“Public interest similarly demands one prompt specific action in protection 
of the general consumer. The Food and Drug Administration should be author- 
ized to continue its established and necessary program of factory inspections. 
The invalidation of these inspections by the Supreme Court on December &, 
1952, was based solely on the fact that the present law contained inconsistent 
and unclear provisions. These should be promptly corrected.” 

For a more complete statement of the need for this legislation, we respect 
fully refer the committee to the statement in our letter of February 2, 1953 

We urge that legislation of this type be enacted by the Congress. 

Sincerely yours, 
—— ———, Administrator 


Tite SECRETARY OF COMMERCE, 
Washington 25, D. C., April 21, 1953 
Hon. Cu arves A. WOLVERTON, 
Chairman, Committee on Interstate and Foreign Commerce, 
House of Representatives, Washington, D. C. 


Dear Mr. CHAIRMAN: This letter is in response to your communications re- 
questing the views of this Department with respect to H. R. 2769 and H. R. 
3604, identical bills to protect the public health and welfare by restoring 
authority for factory inspections under the Federal Food, Drug, and Cosmetic 
Act, and H. R. 3551, a bill to amend section 704 of the Federal Food, Drug, and 
Cosmetic Act, so as to protect the public health and welfare by providing ade- 
quate authority for factory inspections. 

Each of these bills would amend section 704 of the Food, Drug. and Cosmetic 
Act by deleting the present requirement that inspectors may enter upon private 
premises for the purpose of making inspections only after receiving the permis- 
sion of the person in charge of the premises. H. R. 2769 and H. R. 3604 would 
instead require the inspector to give written notice of his proposed inspection 
as a condition precedent to inspection without the permission of the person in 
charge. H. R. 3551 would require only that the inspector exhibit his credentials 
at the time he requested entry. 

We are advised by officials of the Federal Security Agency, which enforces 
the Food, Drug, and Cosmetic Act, that the written notice referred to in H. R. 
2769 and H. R. 3604 is not intended to be a requirement of advance notice or 
notice to be given in advance of the inspection. Further, that communications 
with respect to H. R. 2769 and H. R. 3604 from that Agency to your committee 
would set forth clearly the interpretations to be placed on the proposed require 
ment of written notice. 

In view of this interpretation it appears that while H. R. 3551 states more 
clearly the purpose sought to be accomplished, all three bills are attempting to 
accomplish the same purpose. The Department of Commerce would therefore 
interpose no objection to the enactment of any of the bills because of the diffi 
culties in enforcement of the act irising out of the decision of the United States 
Supreme Court concerning the present ambiguous language of the act authoriz 
ing inspections of the premises involved in the production, storing, etc., of foods, 
drugs, and cosmetics. 

We are advised by the Bureau of the Budget that there would be no objec- 
tion to the submission of this report and that enactment of legislation for this 
purpose is in accord with the program of the President. 

If we can be of further assistance in this matter, please call on us. 

Sincerely yours, 
SrncLarr WEEKS, 
Secretary of Commerce 
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DEPARTMENT OF JUSTICE, 
OFFICE OF THE DepuTY ATTORNEY GENERAL, 
Washi gton, ipril 15, 1958. 
Hon. CHARLES A. WOLVERTON, 
Chairman, Committee on Interstate and Foreign Commerce, 
House of Representatives, Washington, D. C. 

Dear Mr. CHAIRMAN: This is in response to your requests for the views of the 
Department of Justice relative to the bills (H. R. 2769, H. R. 3551, and H. R. 
3604) to amend section 704 of the Federal Food, Drug, and Cosmetic Act, so as 
to protect the public health and welfare by providing adequate authority for 
factory inspections 

Section 704 of the Federal Food, Drug, and Cosmetic Act (21 U. S. C. 374) 
reads as follows: 

“For purposes of enforcement of this chapter, officers or employees duly desig- 
nated by the Administrator, after first making request and obtaining permission 
of the owner, operator, or custodian thereof, are authorized (1) to enter, at 
reasonable times, any factory, warehouse, or establishment in which food, drugs, 
devices, or cosmetics are manufactured, processed, packed, or held for intro- 
duction into interstate commerce or are held after such introduction, or to enter 
any vehicle being used to transport or hold such food, drugs, devices, or cosmetics 
in interstate commerce; and (2) to inspect, at reasonable times, such factory, 
warehouse, establishment, or vehicle and all pertinent equipment, finished and 
unfinished materials, containers, and labeling therein.” 

In a recent decision (United States v. Cardiff, 344 U. S. 174) the Supreme 
Court held that prosecutions could not be instituted under section 301 (f) of the 
act (21 U. 8S. C, 331 (f)) for a refusal to permit entry or inspection as authorized 
by section 704. The basis for the holding was that the vice of vagueness was 
present in view of the fact that section 704 made entry and inspection condi- 
tioned on “making request and obtaining permission” of the owner 

The bills are designed to close the gap created in the act by the above decision 
by deleting from section 704 the words “after first making request and obtaining 
permission of.” In lieu of this language, H. R. 2769 and H. R. 3604 would insert 
the words “after first giving written notice to,” while H. R. 3551 would insert 
the words “after first exhibiting appropriate credentials to.” It is the view 
of this Department that the substitute language proposed in H. R. 3551 is prefer- 
able to that of H. R. 2769 and H. R. 3604 since the requirement that “written 
notice” must be given would seem to be unnecessary if provision is made for the 
furnishing of credentials. Moreover, the language proposed in H. R. 2769 and 
H. R. 3604 might lead to further controversy and litigation as to how much 
notice must be given, and so forth. 

Whether legislation of this character should be enacted involves a question 
of policy for congressional determination. However, the Department of Justice 
feels that the enactment of H. R. 3551 would clarify the intention of the Con- 
gress in enacting section 704 and would strengthen the administration and 
enforcement of the Federal Food, Drug, and Cosmetic Act. 

The Bureau of the Budget has advised that there is no objection to the sub- 
mission of this report. 

Sincerely, 
WitttAM P. RocGeErs, 
Deputy Attorney General. 


The Cuarmman. Our first witness this morning will be Mr. Charles 
Wesley Dunn, general counsel of the Grocery Manufacturers of Amer- 
ica and the American Pharmaceutical Manufacturers’ Association. 

Mr. Dunn has had a long and memorable career in this type of legis- 
lation. He has made a very valuable contribution to the cause of 
the Food and Drugs Act: he has done more in recent times than any 
other man that I know of in this line of work. 

We are pleased to have Mr. Dunn with us this morning to give us 
the benefit of his views growing out of his long experience in con- 
nection with this type of legislation. 
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STATEMENT OF CHARLES WESLEY DUNN, REPRESENTING THE 
GROCERY MANUFACTURERS OF AMERICA, INC., AND THE 
AMERICAN PHARMACEUTICAL MANUFACTURERS’ ASSOCIATION, 
NEW YORK, N. Y. 


Mr. Dunn. Mr. Chairman and gentlemen of the committee, in a idi- 
tion to representing the m: jor ni itional association of food mam rs 
turers generally in this country, and as the chairman has pointed out, 
I also represent 1 of the 2 principal associations of pharmaceutical 
manufacturers. 

I appear here, Mr. Chairman and gentlemen, to support the prompt 
enactment of H. R. 3769 by Mr. Wolverton. For it proposes an essen 
tial amendment of the factory inspection law in the Federal Food, 
Drug, and Cosmetic Act (called the FDC Act ), recommended by 
President Eisenhower. This act prohibits a harmful adulteration or 
misbranding of its ene In interstate commerce, mainly to safe- 
guard the public health; it is our principal national health law, from 
the st: indpoint of the consuming public; and its factory inspection 
law is a necessary enforcement part thereof. The Secretary of Health, 
Education, and Welfare administers this act, through the Food and 
Drug Administration (called the FDA); and has submitted the 
amendment made by H. BR. 2769 

In approving this amendment I speak for the Grocery Manufac- 
turers of America, Inc., located at 205 East 12d Street, in New York 
City; of which I have been general counsel for over 40 years. This 
is the national association of food and other grocery product manu- 
facturers; it has more than 300 representat ive members; and their list 
is attached. The significance of this association here is that it is in 
effect the national organization of food manufacturers, generally; 
and leading food manufacturers throughout the country are mem 
bers of it. 

I likewise strongly endorse this amendment, in my own professional 
capacity. And in making that statement it is added (for qu ification 
purposes ) that I now hold the following offices: Chairman of the divi 
SIONS on food. drug, and cosmetic law, in both the Rintatiniin and New 
York State Bar Associations; editor of the Food, Drug, and Cosmetic 
Law Journal; president of the Food Law Institute, a public organ 
ization for an educational research and university study of the food, 
drug, and related laws; and professor of law at New York Un ive rsity, 
ine harge of its national center of graduate instruction in such laws. 
But I do not te stify for any of these offices. 

The major factory inspection law of the FDC Act—this act also 

contains a voluntary factory inspection law, for sea food; and an 
emergency factory inspection law, relating to food dangerously con- 
taminated with micro-organisms. I should also note that section 
301 (j) prohibits an official misappropriation of certain information 
acquired in a factory inspection under section 704—quoted in annex 
A, is divided into two parts. The first part is a basic law in section 
704, entitled “Factory Inspection.” For it authorizes such inspection 
to enforce this act, through FDA inspectors. While this in ispection 
is named a factory one, it actually reaches all establishments wherein 
the products subject to the act are manufactured, processed, packed 
or held, for introduction into interstate commerce; or are held after 
introduction into such commerce. 
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This inspection also reaches vehicles being used to transport or hold 
such products in interstate commerce; and it is likewise subject to 
the conditions imposed by section 704. 

Hence it reaches every fabricating, W holesaling, and retailing estab- 
lishment in the country, which thus relates to such commerce in these 
yroducts. For that reason it is far more than a factory inspect ion; 
fo I will so designate it here, for convenience. And the section em- 
powers a Government inspection of any aforesaid factory, to the 
following extent: an FDA inspector, after first requesting and obtain- 
ing permission by ~ owner, operator or custodian (called the man- 
ager) of the factory, is authorized (1) to enter it, at reasonable times, 
and (2) to inspect, Hy reasonable times, the factory itself and all per- 
tinent equipment, finished and unfinished m: aterials, containers and 
labeling in it. 

Therefore section 704 authorizes the FDA inspection of a factory, 
under three conditions. They are, first, it must be permitted by the 
manager ; secondly, it must be made at reasonable times; and, thirdly, 
it must. be within the prescribed scope. Consequently this section 
enacts a permissive (as distinguished from a compulsory) factory 
inspection law; but it does not expressly require that the inspection 
shall be reasonable in character, as well as in time. That additional 
requirement however is necessarily implied, to save the validity of 
section 704. 

The second part of this factory inspection law is in section 301 (f). 
For it prohibits a refusal by the manager of a factory to permit an 
uae into or an inspection thereof, “as authorized by section 704”; 
and such refusal is made a criminal offense under the FDC Act. 
Hence the former section enforces the factory inspection law of the 
latter section; it thus undertakes to convert that law into a compul- 
sory one; and it does so because a permissive factory inspection law 
on its face may operate to prevent a due enforcement of this act, to 
safeguard the public health. Asa result section 301 (f) was admin- 
istratively construed in practice to cancel the industrial permission 
requirement in the factory inspection law of section 704. This con- 
struction was apparently justified by the legislative record of the 
FDC Act; it was certainly required to effectuate the protective pur- 
pose of such act: and for these reasons the interested manufacturers 
and dealers were not disposed to challenge it, as a rule. 

This statement of course does not apply to any challenge of an 
administrative construction of section 704, with respect to the scope 
of its inspection authority, which is deemed unauthorized. 

This administrative construction of section 301 (f) prevailed for 
over 15 years, after the FDC Act became effective on June 25, 1939. 
But notwithstanding that is so the legal question ever remained 
open, whether this section actually transformed the permissive fac- 
tory inspection law of section 704 into a compulsory one. For the 
former section only prohibits a refusal by the manager of a factory 
to permit its Inspection, as authorized by the latter section; and that 
section only authorizes such inspection, if he permits it. Hence this 
legal question required a final answer by the Supreme Court, sooner 
or later; and it was eventually made in the Cardiff case, on Decem- 
ber 8, 1952. The answer was “No;” with Mr. Justice Burton dis- 
senting. 
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Our highest Court essentially ruled: The factory inspection law 
thus enacted is drawn in conflicting and uncertain terms. This is 
so because (as explained above) section 301 (f) forbids the manager 
of a factory to refuse permission of its inspection under section 704, 
which that section then allows him to withhold. Consequently the 
former enforcement section does not oive the manager fair notice 
and warning that his refusal to permit such inspection is a crime, 
as required in a penal law of this sort: and therefore it may not be 
construed to make the permissive factory inspection law of the latter 
section a compulsory one. 

That judicial construction of the factory inspection law before us 
must be accepted as legally correct; but it is practically effective 
to emasculate this law. Hence Congress should enact a corrective 
amendment of such law, which gives it a compulsory force; and three 
basic facts support this amendment. This first fact is that a major 
reason for enacting the FDC Act was to write a factory inspection 
law into it, which the original Federal Food and Drugs Act did not 
contain, The second fact is that in writing a factory inspection law 
into the FDC Act, Congress intended to give it a compulsory force. 
The third fact 1s that this law must have such force, to be a due means 
of enforcing the FDC Act. That is manifestly so for three reasons. 
They are, first, a permissive factory inspection law (as previously 
indicated) may be ineffective to secure a required protective enforce- 
ment of the act; secondly, a compulsory tactory inspection law is 
neessary to discover insanitary and other serious violations of the 
wt: and thirdly, it is also an economical administrative way to do 
so. All these facts are proven by the legislative and administrative 
record of the FDC Act; and the latter record shows that about 80 
percent of its violations have been revealed through factory inspec- 
tion. Moreover the House Commerce Committee expressly recog 
nized the above enforcement situation, by making the following 
statement in its report on the bill for this act: 

It is only through factory inspection that certain abuses of consumer welfare 
can be established. A notable illustration of this is insanitary manufacturing 
conditions (IL Rept. No. 2139, 75th Cong. 3d sess. on S.5) 

Hence there can be no reasonable doubt that Congress should 
promptly enact a corrective amendinent of this factory-inspection 
law, which restores its intended and essent ial compulsory effect. H.R. 
2769 proposes this amendment: and it is a simple, direct, and adequate 
one. For it amends section 704, to delete its requirement of industrial 
permission for a factory inspection thereunder; and it substitutes the 
requirement of a written official notice for that inspection. As thus 
amended the factory-inspection law of this section will plainly become 
a compulsory one: it will operate on a sound procedural basis; and 
section 301 (f) will remain unchanged, to enforce it. But that asser- 
tion is subject to the following footnote: The administrator of the 
FDC Act has informed Congress that this amendment will empower 
an FDA inspector to make a factory inspection authorized by section 
704, immediately after giving such notice; and presumably the House 
Commerce Committee will repeat that significant interpretation, in 
its report on H. R. 2769. 

I should now go on to advise that the committee write a statement 
in its report on such bill, to the following effect: This amendment of 
section 704 does not indicate a congressional approval of any admin- 
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istrative construction of that section, to the extent it has been other 
wise reenacted in effect. There are two reasons for this advice. The 
first reason is the established rule of st: itutory construction that the 
reenactment of a Federal law may indicate congressional approval of 
its previous administrative construction. (Fondren \ . Commissioner 
of Internal Revenue (324 U.S. 18, 29-30); Cook v. U mer d States (288 
U.S. 102, 120); McCaughn v. Hershey Chocolate Co. (283 U.S. 488, 
192): Nagle v. Loi Hoa (275 U.S. 475, 482): and National Lead Co. 
v. United States (252 U.S. 140, 145).) The second reason is that sec- 
tion 704 was soovhadas given an administrative construction with 
respect to the scope of its inspection authority, which has invited legal 
challenge. 

I add two pertinent observations, in conclusion. ‘The first observa- 
tion is that related Federal statutes may be cited as a precedent, to 
sustain the constitutionality of a compulsory factory-inspection law 


in section 704 of the FDC Act: and a principal one is the compulsory 
meat-inspection law. For this drastic law requires—in part—an 
advance Government inspection—day or night—and approval of 


meat food products, prepared for interstate commerce; it has been 
effective for nearly half a century; and the Supreme Court has de- 
clared it to be a valid enactment (Pittsburgh Meltin Co. v. Totten 
(248 U.S.1).) Moreover, the books are full of co mpuls sory State estab- 
lishment inspection laws especially dealing with food, which have been 
re peatedly declared valid. But I should go on to say that the com- 
pulsory factory-inspection law enacted by H. R. 2769 may be rendered 
unconstitutional, if and to the extent it is given an unreasonable appli- 
cation. For it would then deny the right to be secure from unreason- 
able searches, guaranteed by the fourth amendment to the United 
States Constitution. This is why I have long held the personal view 
that section 704 ought to e xpressly require ~ at its factory inspection 
shall be reasonable in character, as well as in time. Such an addi- 
tional requirement must be implied, in sine event; it would have a 
wholesome practical restraint; and it has consequently been written 
into other sections of the FDC Act, notably section 401 containing its 
basic food-standards law. I do not, however, press that personal view 
on this committee, since I am here to testify for the enactment of H. R. 
2769 as it is drawn. 

The second and final observation is that in approving this com- 
pulsory factory-inspection law in section 704, the manufacturers I 
have the honor to represent demonstrate their deep sense of public 
responsibility to the FDC Act and the consuming public it is enacted 
to protect. 

I thank you, Mr. Chairman. 

(The material submitted is as follows:) 


ANNEx A.—MaAsor Factory INSPECTION LAW OF FEDERAL Foop, DrueG, AND 
COSMETIC AcT 


PROHIBITED ACTS 


Sec. 301. The following acts and the causing thereof are hereby prohibited: 
- * * 7 * * cd 


(f) The refusal to permit entry or inspection as authorized by section 704. 


oe 


‘ 
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FACTORY INSPECTION 


Sec. 704. For purposes of enforcement of this Act, officers or employees duly 
designated by the Administrator, after first making request and obtaining per- 
1 


mission of the owner, operator, or custodian thereof, are authorized (1) to enter, 
at reasonable times, any factory, warehouse, or establishment in which food, 


drugs, devices, or cosmetics are manufactured, processed, packed, or held, for 
introduction into interstate commerce or are held after such introduction, or 
to enter any vehicle being used to transport or hold such food, drugs, devices, 
or cosmetics in interstate commerce; and (2) to inspect, at reasonable times 
such factory, warehouse, establishment, or vehicle and all pertinent equipment 


finished and unfinished materials, containers, and labeling therein. 


List oF GROcERY MANUFACTURERS OF AMERICA MEMBER COMPANIES AND OFFICIAI 
REPRESENTATIVES 


Act-O-Products Co., 332 Canal Street, New York, N. Y.; Samuel A. Wande 
president 

American Diamalt Co., 419 Plum Street, Cincinnati, Ohio 

American Home Foods, Inc., 22 East 40th Street, New York, N. Y.; Walter Silber 
sack, president 

American Kitchen Products Co., 812 Jersey Avenue, Jersey City, N. J.; R. G 
Janover, president 

American Maize-Products Co., 100 East 42d Street, New York, N. Y.; Theodor 
Sander, Jr., president 

American Pop Corn Co., Sioux City, lowa; Howard C. Smith, president 

Anchor Hocking Glass Corp., 50 West 40th Street, New York, N. Y.; Richard N 
DeMerell, vice president 

Angostura-Wuppermann Corp., 157 Chambers Street 
LaFar, president 

A. P. W. Products Co., Inc., Albany, N. Y.; Dwight G. W. Hollister, president 

Armour & Co., Union Stock Yards, Chicago, Ill.; W. S. Shafer, vice president 

Armstrong Packing Co., Forth Worth, Tex. 

Arnold Bakers, Inc., 49 Westchester Avenue, Port Chester, N. Y.; J. Dudley 
Calhoun, vice president 

Atlantic Gelatine Co., Inc., Woburn, Mass 

Atmore & Son, Inc., 110 Tasker Street, Philadelphia, Pa. 

Babbitt, B. T., Inc., 886 Fourth Avenue, New York, N. Y.; Ward F. Parker, vice 
president and director of marketing 

Baker Co., Franklin, Hoboken, N. J. 

Baker & Co., Walter, Dorchester, Mass. 

Baker Extract Co., 1 Extract Place, Springfield, Mass.; Leland P. Symmes, vice 
president 

Ball Brothers Co., Muncie, Ind.; G. F. Rieman, vice president of trade and indus 
try relations 

3asic Vegetable Products, Inc., 315 Montgomery Street, San Francisco, Calif. ; 
Jacquelin H. Hume, vice president 

Beardsley’s Sons, J. W., 696 Frelinghuysen Avenue, Newark, N. J.; Edward 
Beardsley, president 

Beatrice Foods Co., 120 South LaSalle Street, Chicago, Ill.:; Wm. G. Karnes, 
president 

Beech-Nut Packing Co., Canajoharie, N. Y.; G. W. Sharpe, vice president and sec 
retary 

Bell Co., William G., 189 State Street, Boston, Mass. 

Belle Meade Biscuit Co., 19th Avenue, Nashville, Chattanooga and St. Louis 
Railroad, Nashville, Tenn.; W. A. McCormack, vice president 

Best Foods, Inc., 1 East 48d Street, New York, N. Y.; L. G. Blumenschine, pres- 
ident 

Bon Ami Co., 17 Battery Place, New York, N. Y.; Alvah E. Davison, president 

Borden Co., 350 Madison Avenue, New York, N. Y.; W. H. Gurley, president 

Bonds Products Co., 2835 Sheffield Avenue, Chicago Ill.; A. L. Koch, vice presi 
dent in charge of sales 

Bosco Co., Inc., 180 Madison Avenue, New York, N. Y.; William M. Barney, sales 
manager 


84455—53———-2 





, New York, N. Y.; Arthur B 
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viian Biscuit Co., Box 5450 Terminal Annex, Denver, Colo.; J. C. Bowman, 
president ; 

Bowey’s Inc., 771 Bedford Avenue, Brooklyn, N. Y.; Charles F. Bowey, executive 
vice president 

Brach & Sons, EF. J., 4600 West Kinzie Street, Chicago, I1l.; Edwin O. Blomquist, 
vice president 

Brick & Son, Edgar, Crosswicks, N. J.: Arthur R. Brick 

Drill Co., Ine., H. C., 375 Verona Avenue, Newark, N. J.; Harry C. Brill, Jr., 
president 

Brillo Mfg. Co., Inc., 60 John Street, Brooklyn, N. Y.; Milton B. Loeb, president 

Brown & Williamson Tobacco Corp., 1600 West Hill Street, Louisville 1, Ky. ; 

Harrison M. Robertson, general counsel 

uckeye Soda Co., Painesy Ohio; C. C. Stark, president 

Burnett Co., Joseph, Elkhart, Ind 

Burnham & Morrill Co., 45 Water Street (Box 1871), Portland, Maine; EK. R 
Elwell. vice president 

Burton & Co., Inc., W., foot of Joralemon Street, Brooklyn, N. Y 

Burton-Morrow Co., Inc., feot of Joralemon Street, Brooklyn, N. Y. 

Cain Co.. John E., Central Square Building, 678 Massachusetts Ave., Cambridge, 
Mass.:; Robert H. Cain 

California Packing Corp., 215 Fremont Street, San Franciseo, Calif.; Irving 


Granicher, vice president and general sales director 

Calumet Baking Powder Co., 4100 Fillmore Street, Chicago, Ill. 

Canipbell Cereal Co., Foshay Tower, Minneapolis, Minn.; John Campbell, pres- 
ident 

Campbell Sales Co., 100 Market Street, Camden, N. J.; W. B. Nixon, president 

Canada Dry Ginger Ale, Inc., 100 Park Avenue, New York, N. Y.; William J 
Williams, vice president and secretary 

Cantrell! & Cochrane Corp., 270 Park Avenue, New York, N. Y.; Walter S. Mack 
Jr.. president. 

Certified Extracts, Inc., 811 East 159th Street, New York, N. Y 

Certo Co., Fairport, N. Y. 

Chef Boy-Ar-Dee Quality Foods Co., Milton, Pa. 

Chicago Carton Co., 4200 South Crawford Avenue, Chicago, Ill.; E. W. Johnson, 
vice president 

Chureh & Dwight Co., Inc., 70 Pine Street, New York, N. Y¥.; E. D. Church, 
chairman of board 

Cinch Products Inc., 4540 West Colorado Boulevard, Los Angeles, Calif.: Jack 
Taylor, president 

Clapp, Inc., Harold H., 22 East 40th Street, New York, N. Y. 

Cleveland Food Products Co. (Widler), 723 Bolivar Road, Cleveland, Ohio 

Climalene Co., Canton, Ohio; R. H. Marriott, vice president 

Clinton Foods Inc., 445 Park Avenue, New York, N. Y.; Richard M. Moss, chair- 
man of the board and president 

Clorox Chemical Co., 850 42d Avenue, Oakland, Calif.; W. J. Roth, president 

Ceca-Cola Co., Atlanta, Ga.; E. J. Forio, vice president 

Colgate-Palmolive-Peet Co., 105 Hudson Street, Jersey City, N. J.; James A, 
Reilly, vice president-manager of soap department 

College Inn Food Products Co., 4801 South Ashland Avenue, Chicago, Ill.; Wil- 
lard Eliel, president 

Colonial Biscuit Co., 1801 Forbes Street, Pittsburgh, Pa., A. J. Walsh 

Colonial Salt Co., Akron, Ohio 

Comet Rice Mills, Inc., 4600 Clinton Drive, post office box 1763, Houston, Tex.; 
Charles H. Horth, executive vice president 

Continental Baking Co., Inc., 680 Fifth Avenue, New York, N. Y.; Raymond K, 
Stritzinger, chairman of executive committee 

Cook Chemical Co., 935 North Wabash, Kansas City, Mo.; James R. Groebe, 
general sales manager. 

Corn Products Refining Co., 17 Battery Place, New York, N. Y.; William H. 
Gamble, vice president 

Cream of Wheat Corp., 780 Stinson Boulevard, Minneapolis, Minn.; Daniel F. 
sull, president : 

(reamette Co., 428 First Street North, Minneapolis, Minn.; James T. Williams, 
Jr., president and treasurer 

Crosse & Blackwell Co., 6801 Eastern Avenue, Baltimore, Md.: John T. Menzies, 
president 

Crown Zellerbach Corp., 3483 Sansome Street, San Francisco, Calif.; G. J. Ticou- 


at, vice president. 


~ 
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Curtice Brothers Co., 328 Main Street East, Rochester, N. Y.; H. T. Cumming, 
president 

Curtiss-Candy Co, (Army and Navy Division), 1101 Belmont Avenue, Chicago, 
Ill.; William J. Lavery 

Dannemiller Coffee Co., 116 39th Street, Brooklyn, N. Y.; Edward I. Danne- 
miller, vice president 

Davis Co., R. b., 38 Jackson Street, Hoboken, N. J.; Bb. E. Snyder, president 

Derby Co., H. C., 425-429 Fairmount Avenue, Philadeiphia, Pa 

Derby Foods, Inc., 3327 West 47th Place, Chicago, Ll 

Diamond Match Co., 122 East 42d Street, New York, N. Y.: Robert Fairburn, 
president 

Dickinson Co., Albert, Post Office Box 7S8, Chicago, Ill.: L. L. MeNally, sales 
manager 

Dif Corp., South Avenue, Garwood, N. J.; W. M. Campbell, president 

Doxsee Co., Inc., foot of Joralemon Street, Brooklyn, N. Y. 

Drackett Products Co., 5020 Spring Grove Avenue, Cincinnati, Ohio: A. ©. Shat 
tuck, Jr., president 

Dromedary Co., 110 Washington Street, New York, N. Y. 

Duff's Baking Mix Division, Box 658, Hamilton, Ohio. 

Duffy-Mott Co., Inc., 370 Lexington Avenue, New York, N. Y.: H. E. Meinhold, 


president 
Dunaway, Judson Corp., Dover, N. H.; Sam Knox, vice president 
Dunlop Milling Co., Ine., Clarksville, Tenn. 


du Pont de Nemours & Co., Ine., E. 1., Nemours Building, Wilmington, Del. ; 
R. C. Myers, manager, cellulose sponge sales 

Durkee Famous Foods, Inc., 82 Corona Avenue, Elmhurst, N. ¥.; P. D. Hursh, 
sales manager 

Durkee-Mower, Inec., Post Office Box 470, 2 Empire Street, East Lynn, Mass 
H. Allen Durkee, president 

Dwinell-Wright Co., 68 Fargo Street, Boston, Mass.: Sumner A. Mead, president 

Ehlers, Inc., Albert, 1300 Flushing Avenue, Brooklyn, N. Y.; Albert Ehlers, Jr., 
president 

Knzo-Jel Co., Ninth at Pennsylvania, Post Office Box 530, Sheboygan, Wis. 

Faultless Starch Co., 1025 West Eighth Street, Kansas City, Mo.; Gordon ‘1 
Beaham, Jr., president and treasurer 

Fear & Co., Fred, foot of Joralemon Street, Brooklyn, N. Y.; Leo Green, president 

Felber Biscuit Co., Grant Avenue and McCoy Street, Columbus, Ohio; Ray Woer 
ner, president 

Flako Products Corp., Post Office Box 1071, New Brunswick, N. J.; R. C. Palmer, 
president 

Fleischmann’s Malting Co., 327 LaSalle Street, Chicago, Ill. 

Folger & Co., J. A., 101 Howard Street, San Francisco, Calif.: J. L. Moore, vice 
president 

Ford Products Co., Inc., Luther, 100 North 7th Street, Minneapolis, Minn 
Allyn K. Ford 

Forster Manufacturing Co., Ine., Farmington, Maine; T. R. Hodgkins, president 

Foulds Milling Co., West Chester, Pa. 

Franco-American Food Co., Camden, N. J. 

French Co., R. T., 1 Mustard Street, Rochester, N. Y.: J. D. Cockeroft, president 

Frito New York, Inc., 3882 Center Avenue, Mamaroneck, N. Y.: H. H. Rousseau 
president 

Fruit Dispatch Co., Pier 3, North River, New York, N. Y¥.; Russell G. Partridge, 
director of advertising and sales 

Fuji Trading Co., 441 West Huron Street, Chicago, Ill; ¥. Miya, secretary 

Gebhardt Chili Powder Co., 122 South Frio Street, San Antonio, Tex.: T. A. 
Lambert, president 

General Baking Co., 420 Lexington Avenue, New York, N. Y¥.; George L. Mor 
rison, Chairman of board 

General Foods Corp., 250 Park Avenue, New York, N. Y¥.: Austin S. Igleheart, 
president 

General Mills, Inec., 400 Second Avenue South, Minneapolis, Minn.: W. R. Barry, 
vice president 

Gerber Products Co., Fremont, Mich.; Dan F. Gerber, president 

Girard’s, Inc., Post Office Box 628, San Rafael, Calif; Rufus Rhoades, president 

Glaser, Crandell Co., 2000 South Western Avenue, Chicage, Tl: Richard J 
Glaser, president 

Globe Mills, 907 East Third Street, Los Angeles, Calif 

Good Luck Food Co., Inc., 101 Manhattan Street, Rochester, N. Y 
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Gorton-Pew Fisheries Co., 327 Main Street, Gloucester, Mass.; W. Welles Sellew, 
general sales manager 
Grapette Products Co., Post Office Box 5551, Camden, Ark.; William E. Man 
kin, director of sales. 
Grass Noodle Co., Inc., I. J., 6015-6027 Wentworth Avenue, Chicago, Ill.; A. I 
Grass, president 
Griggs, Cooper & Co., 1821 University Avenue, St. Paul, Minn.; M. W. Griggs 
president 
Grocery Store Products Co., West Chester, Pa.; J. 8S. Ross, president 
tulden, Inc., Charles, 46-52 Elizabeth Street, New York, N. Y.; Frank Gulden 
Jr., president 
Halferty & Co., Inc., G. P., 512 Colman Building, Seattle, Wash.; G. P. Hal- 
ferty, president 
Hawaiian Pineapple Co., Ltd., 215 Market Street, San Francisco, Calif.; E. D 
Woodworth, general sales manager. 
Hazel Atlas Glass Co., Wheeling, W. Va.; Walter H. McClure, vice president 
and general sales manager 
Heinz Co., H. J., 1062 Progress Street, Post Office Box 57, Pittsburgh, Pa.; 
Harry Letsche, vice president in charge of sales and distribution 
Hekman Biscuit Co., 310 28th Street SE., Grand Rapids, Mich. 
Heip, Inc., 122 West Kinzie Street, Chicago, [ll.; Peter S. Bezek, president 
Hercules Chemical Co., Inc., 332 Canal Street, New York, N. Y. 
Hershey Chocolate Corp., Hershey, Pa.; P. A. Staples, president 
Heublein & Bro., G. F., 3830 New Park Avenue, Hartford, Conn.; J. J. Bizik, 
general sales manager, food division. 
Hewitt Soap Co., Dayton, Ohio 
Hilex Co., 319 East Kellogg Boulevard, St. Paul, Minn.; Asa A. Eldridge 
president 
Hills Bros. Co., 110 Washington Street, New York, N. Y.; William Redfield 
president 
Hoberg Paper Mills, Inc., Green Bay, Wisc. ; H. G. Wintgens, vice president 
Holly Products Co., 4726 Loma Vista Avenue, Vernon, Calif 
Hubinger Co., 601 Main Street, Keokuk, Iowa; A. M. Robinson, vice president in 
charge of sales ; 
Hudson Pulp & Paper Corp., 505 Park Avenue, New York, N. Y.; Irwin A. Zucker 
man 
Huroff Co., Edgar F., Swedesboro, N. J. 
Hygienic Products Co., Canton, Ohio; R. M. Schlabach, general manager 
Igleheart Brothers, Inc., Evansville, Ind. 
Illinois Canning Co., Hoopeston, Ill. ; L. Ratzesberger, Jr., president 
Industrial Tape Corp., Post Office Box 671, New Brunswick, N. J.; Ed. Fitzpatrick 
president 
International cellucotton Products Co., 919 North Michigan Ave., Chicago, Il 
C. fk, Souders, general sales manager 
Jacobs, Inc., Edward H., West Chester, Pa. 
Jelke Good Luck Products, 390 Park Avenue, New York, N. Y. 
Jello Co., Ine., LeRoy, N. Y 
Johnson & Son, Inc., 8. C., Racine, Wis. ; R. W. Carlson, general sales manager 
“Junket” Brand Foods, Hansen Island, Little Falls, N. Y.; A. C. Benjamin, vice 
president and general manager 
Keebler Weyl Baking Co., G Street and Hast Hunting Park Avenue, Philadel 
phia, Pa.; J. Y. Huber, Jr 
Kellogg Co., Battle Creek, Mich. ; W. H. Vanderploeg, president 
Kessler Division, Julius (Seagram Distillers Corp.), 405 Lexington Avenue, New 
York, N. Y.; John O. Brownell, vice president 
Keystone Macaroni Mfg. Co., 8th and Water Streets, Lebanon, Pa.; George B 
Jobnson, president 
Kirkman & Son, Inc., 215 Water Street, Brooklyn, N. Y. 
Kitchen Bouquet, Inc., West Chester, Pa. 
Knox Gelatine Co., Inc., Chas B., 13 Knox Avenue, Johnstown, N. Y.; James E 
Knox, president 
Kosto Co., 1115 North Franklin Street, Chicago, Ill.; Cornelius Sippel, Jr., 





president 
Kraft Foods Co., 500 Peshtigo Court, Chicago, Il. ; Grel Pound, president 
LaChoy Food Products, Inc., Archbold, Ohio; French Jenkins, president 
La France Co., Hoboken, N. J 
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Lakeside Biscuit Co., George and Locust Streets, Toledo, Ohio; William Brinley 

LaRosa & Sons, Inc., V., 473 Kent Avenue, Brooklyn, N. Y.: Vincent S. LaRosa 

Larrowe Mills, Inc., Cohocton, N. Y.: P. G. Schumacher, president 

Larsen Co., 314 North Broadway, Green Bay, Wis.: R. E. Lambeau, president 

Larus & Bro. Co., Inc., Post Office Drawer 6-S, Richmond, Va.; William T. Reed, 
Jr., president 

Lea & Perrins, Inc., 241 West Street, New York, N. Y.: H. J. Dittrich, treasurer 

Leslie Salt Co., 505 Beach Street, San Francisco, Calif.; David F. Leary, mer 
chandising director 

Lever Bros. Co., 390 Park Avenue, New York, N. Y.; Jervis J. Babb, president 

Lewis Lye Co., 20 North Wacker Drive, Chicago, I) 

Libby, McNeill & Libby, Union Stock Yards, Chicago, Ill.; Charles S. Bridges, 
vice president 

Lipton, Ine., Thomas J., Hoboken Terminal, Hoboken, N. J.; Robert Smallwood, 
president 

Log Cabin Products Co., Hoboken, N. J. 

Lorillard Co., Ine., P., 119 West 40th Street, New York, N. Y.; H. A. Kent, chair- 
man of board 

Los Angeles Soap Co., 617 East First Street, Los Angeles, Calif.; E. M. Finehout, 
executive vice president and chairman of the board 

Maggi Co., Inc., 155 East 44th Street, New York, N. Y 

laltex Co., Post Office Box 697, Burlington, Vt.; F. W. Shepardson 

Manchester Biscuit Co., 205-215 Sixth Street South, Sioux Falls, S. Dak.; J. J. 
Larkin 

Manchester Biscuit Co., 124 North 13th Street, Fargo, N. Dak.; A. M. Dargan, 
president 

Mangels Herold Co., Inc., 1414 Key Highway, Baltimore, Md.; W. B. Mangels, 
president 

Marathon Corp., Menasha, Wis.; C. F. Franzen, merchandising manager, stock 
products 

Marcalus Manufacturing Co., Inc., River Road, Paterson, N. J.; J. J. Schmitt, 
sales manager 

Martinson & Co., Joseph, 190 Franklin Street, New York, N. Y.; Jerome 8. Neu- 
man, vice president 

Mawer-Gulden-Annis, Inc., 87 34th Street, Brooklyn, N. Y.; Bradley H. Mawer, 

cretary 

Maxwell House Products Co., 88 Front Street, New York, N. Y 

McCormick & Co., Inc., McCormick Building, Light and Barre Streets, Baltimore, 
Md.; John N. Curlett, vice president 

Mellhenny Co., Inc., Avery Island, La.; W. 8S. MeIthenny, president 

McKenzie Milling Co., Quiney, Mich.; C. D. McKenzie, president 

Mead Johnson & Co., Evansville, Ind.; D. Mead Johnson, vice president 

Merchants Biscuit Co., 4801-19 North 30th Street, Omaha, Nebr.; O. B. Skadland, 
president 

Metal Textile Corp., 647 East First Avenue, Roselle, N. J.; Russell B. Kingman, 
chairman of the board. 

Minnesota Mining & Manufacturing Co., 900 Fauquier Avenue, St. Paul, Minn.; 
A. H. Redpath, manager, Central Merchandising Tape Division 

Minute Maid Corp., 488 Madison Avenue, New York, N. Y.; John Fox, president 

Minute Tapioca Co., Inc., Orange, Mass. 

Morgan Cotton Mills, Ine., Laurel Hill, N. C.; R. D. Sanders, vice president 

Morrell & Co., John, Ottumwa, Iowa; George A. Morrell, vice president and 
treasurer 

Morris & Co., Ltd., Ine., Philip, 100 Park Avenue, New York, N. Y.; Ray Jones, 
vice president 

Morrison Co., Inc., 1007-19 Vine Street, Philadelphia, Pa.; H. S. Frank, presi- 
dent 

Morton Salt Co., 120 South La Salle Street, Chicago, Ill.; Daniel Peterkin, Jr., 
President 

Mrs. Tucker’s Foods, Inc., Sherman, Tex.; W. S. Dorset, president 

Mueller Co., C. F., 146-184 Baldwin Avenue, Jersey City, N. J.; C. F. Mueller, 
executive vice president 

Myles Salt Co., 1048 Constance Street, New Orleans, La. 

National Biscuit Co., 449 West 14th Street, New York, N. ¥.; George Coppers, 
president 

National Bread Co., 449 West 14th Street, New York, N. Y. 

National Cranberry Association, Main Street, Hanson, Mass.; Marcus L. Urann, 
president 
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National Dairy Products Corp., 260 Madison Avenue, New York, N. Y. 

National Oats Co., Cedar Rapids, Iowa; James L. Cooper, president 

National Selected Products Co., 660 Madison Avenue, New York, N. Y.; Chester 
Barth, president 

Nebraska Consolidated Mills Co., 1521 North 16th Street, Omaha, Nebr. : Joseph 
Weaver, Jr., sales manager, Duncan Hines mixes 

Nestle Co., Inc., 2 William Street, White Plains, N. Y.: Clive C. Day, chairman 
ol executive committee 

Ne England Fisheries, foot of Joralemon Street, Brooklyn, N. Y. 

Nonia Lites, Inc., 55 West 13th Street, New York, N. Y.; Nick Lukats, sales 


Dis ie! 

Northern Paper Mills, Green Bay, Wis.: John B. Kohl, general sales manager 

Oakite Products, Inc., 22 Thames Street, New York, N. Y.; H. Liggett Gray, vice 
president 

O-Cel-O, Tne., 1200 Niagara Street, Buffalo, N. Y.: Frank L. Haveron, Jr., assistant 
sales manager 

Ohio Salt Co., Wadsworth, Ohio 


Ontario Biscuit Co., 12-20 Watson Street, Buffalo, N. Y.; Donald K. Templeton, 
president 

Orford Soap Co., Manchester, Conn. 

Owens-Illinois Glass §8., Toledo, Ohio; Kent S. Upham, sales manager to the 
food industries division 

Paas Dye Co., 60 Shipman Street, Newark, N. J.; Phillip Townley, president 

Pabst Brewing Co., 221 North LaSalle Street, Chicago 1, Ill; Forrest L. Fraser, 
vice president 

Pacific Coast Borax Co., (division of Borax Consolidated Ltd.) 630 Shatts Place 
Los Angeles, Calif; D. V. Parker, director of sales and advertising 

Park Tissue Mills, Inec., 303 Fifth Avenue, New York, N. Y.; Samuel Wishnick, 
president. 

Parsons Ammonia Co., Inc., 19 Rector Street, New York, N. Y.; Mrs. L. J. Taggert, 
president 

Penick & Ford, Ltd., Inc., 420 Lexington Avenue, New York, N. Y.; Marion J. 
Martin, vice president 

Pennsylvania Salt Manufacturing Co., 1000 Widener Building, Philadelphia, Pa. ; 
Harold A. Fletcher, manager of sales 

Pepsi-Cola Co., 3 West 57th Street, New York, N. Y.; James Carkner, chairman 
of the board 

Perkins Products Co., 7400 South Rockwell Street, Chicago, I] 

Pfeiffer’s Food Products, Inc., 2675 Main Street, Buffalo, N. Y.; Kaseal W. Pec- 
koff, executive vice president. 

Piel Bros., 315 Liberty Avenue, Brooklyn, N. Y.;: H. J. Muessen, vice president and 
general manager 

Pillsbury-Ballard Division, 912 East Broadway, Louisville, Ky. 

Pilisbury Mills, Inc., 600 Metropolitan Life Building, Minneapolis, Minn.: Paul 
S. Gerot, president 

Pharma-Craft Corp., 405 Lexington Avenue, New York, N. Y.; Albert G. Fox, sales 
Inanager, grocery products division 

Planters Nut & Chocolate Co., Wilkes-Barre, Pa.: F. A. English, vice president 

Pond’s Extract Co., 60 Hudson Street, New York, N. Y.; E. D. Lane, vice president 
and sales manager 

Postum Co., Inec., Battle Creek, Mich 

Prescott Co., Inc., J. L., 27 Eighth Avenue, Passaic, N. J.; C. E. Prescott, president 

Procter & Gamble Distributing Co., Gwynne Building, Post Office Box 599, Cin 
cinnati, Ohio; Mark Upson, general sales manager 

Prudence Foods, Inc., 188 State Street, Boston, Mass.; Harry D. Carter, president 

Puhl Products Co., John, 5900 West Fifty-first Street, Chicago, Ill.; S. H. Kord, 
vice president and general manager 

Pure Food Co., Inc., Mamaroneck, N. Y.: L. F. Farnan, sales manager 

Purex Corp. Ltd., 9300 Rayo Avenue, South Gate, Calif.- Craig Davidson, vice 
president and marketing director 

Purity Biscuit Co., 471 West Fifth Street, Salt Lake City, Utah: V. A. Tracy 

Quaker Oats Co., Merchandise Mart Plaza, Chicago, Tll.; William G. Mason, vice 
president 

Quality Biscuit Co., 1512 West Pierce Street, Milwaukee, Wis.; Fred W. Krause, 
vice president and general manager 

Ralston Purina Co., 885 South Eighth Street, St. Louis, Mo.; Geoffrey Baker, 
vice president in charge of cereal department 
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Recipe Foods, Inc., 4805 Garrison Boulevard, Baltimore, Md.; Jerome J. Gelfand, 
vice president 

Red Star Yeast & Products Co., 221 East Buffalo Street, Milwaukee, Wis. ; R. D. L, 
Wirth, president 

Reynolds Metals Co., Reynolds Metals Building, 2500 South Third Street, 
Louisville, Ky.; Clarence F. Manning, vice president 

Richmond-Chase Co., Post Office Box 1080, San Jose, Calif.; E. N. Richmond 
president 

Ritter Co., P. J., Bridgeton, N. J.: William H. Rifter, Jr., president 


Rockwood & Co., 88 Washington Avenue, Brooklyn, N. Y.; H. Russell Burbank 
president 

Royal Baking Powder Co., 595 Madison Avenue, New York, N. Y 

Royal Lace Paper Works, 99 Gold Street. Brooklyn, N. Y.; W. K. Brew, sales 


manager 

Rumford Co., Rumford, R. 1.: George W. Penny, Jr., vice president 

Russell-Miller Milling Co., 900 Midland Bank Building, Minneapolis, Minn 
David W. Moore, vice president 

Rutherford Food Corp., 416 East Third Street, Kansas City, Mo.; George Vat 
Voorst, president 

Salada Tea Co. (Ine.), Stuart and Berkeley Streets, Boston, Mass.; Edgar Pinto, 
vice president 

Sanka Coffee Corp., Foot of Joralamon Street, Brooklyn, N. ¥ 

Sawyer Biscuit Co., 1029 West Harrison Street, Chicago, Ill.; L. P. Reed 
president 

Schilling & Co., A., Second and Folsom Streets, San Francisco, Calif 

Scott Paper Co., Front and Market Streets, Chester, Pa.; Francis W. Plowman, 
vice president 

Seull Co., William S., Front and Federal Streets, Camden, N. J.; R. B. Seull, 
president 

Seven-Up Co., 1316 Delmar Boulevard, St. Louis, Mo.; John T. Tabor 

Schaefer Brewing Co., The F. & M., 430 Kent Avenue, Brooklyn,; N. F. Bowes, 
promotion manager 

Simoniz Co., 2100 Indiana Avenue, Chicago, Ill.; C. V. Lipps, generai sales 
manager 

Skinner Manufacturing Co., 14th and Jackson Streets, Omaha, Nebr.; John T 
Jeffrey, vice president in charge of sales 

Slade Co., D. & L., 189 State Street, Boston, Mass.: N. S. Dillingham, treasure: 

S. O. S. Co., 6201 West 65th Street, Chicago, Ill.: George W. Brooks, vice president 
and general manager 

Staley Manufacturing Co., A. E., Decatur 23, Ill.: BE. K. Scheiter 

Standard Brands, Inc., 595 Madison Avenue, New York, N. Y.: Joel Mitchell, 
president 

Standard Milling Co., 285 Madison Avenue, New York, N. Y.: P. L. O. Smith. 
vice president 

Stokely-Van Camp, Inc., 941 North Meridian Street, Indianapolis, Ind.; H. F 
Krimendahl, president 

Straub & Co., W. F., 5520 Northwest Highway, Chicago 30, Tll.: W. F. Straub, 
president 

Streitmann Biscuit Co., Trade Street and Wooster Pike, Mariemont, Cincinnati 
Ohio; G. H. Strietmann, president 

Strohmeyer & Arpe Co., 139-141 Franklin Street, New York, N. Y.: W. A. Benz 
president 

Sunshine Biscuits, Inc., 29-10 Thomson Avenue, Long Island City, N. Y Han 
ford Main, president 

Sweets Co. of America, Inc., 1515 Willow Avenue, Hoboken, N. J 

Swift & Co., Union Stock Yards, Chicago, Ill.: O. E. Jones, executive vice 
president 

Tavlor-Reed Corp., 15 Crescent Street, Glenbrook, Conn.: Malcolm P. Tay 
chairman of board, and vice president of sales and advertising 

Tetley Tea Co., Inc., 483 Greenwich Street, New York, N. Y.: Edward C. Barker, 
president 

T-N-T Food Products, Inc., Lawrence, Kans.; B. A. Barteldes, general manager 

Trade Winds Foods, Inc., 75 West Street, New York, N. Y 

Tupman Thurlow Co., Inc., 155 East 44th Street, New York, N. Y., T. Parrott, 
general sales manager 

Underwood Co., Wm., 85 Walnut Street, Watertown, Mass.: F. A. Harding, 
treasurer 
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Union Biscuit Co., 1110 North Sixth Street, St. Louis, Mo.; C. E. Kennedy, 
vice president and general manager 

Union Meat Co., San Antonio, Tex 

United Biscuit Co. of America, Town House Square, 2407-2411 West North 
Avenue, Melrose Park, Ill. ; K. F. MacLellan, president 

Van Brode Milling Co., Inc., Post Office Box 300, Clinton, Mass.; David Brody, 
president 

Van Dutch Products Corp., 366 Canal Place, Bronx, N. Y.; E. J. Lowry 

Van Dvk & Reeves, Inc., 1647-41st Street, Brooklyn, N. Y.; H. L. Effron, vice 
president 

Van Loan & Co., Inc., 176 Franklin Street, New York, N. Y.; John Max Weyer 

Virginia Dare Extract Co., Inc., Bush Terminal No. 10, 882 Third Street, Brook- 
lyn, N. Y.; L. E. Smith, president 

Walker’s Austex Chili Co.. 310 San Antonio Street, Post Office Box 17, Austin, 
Tex.: Fred W. Catterall, Jr., president 

Wander Co., 360 North Michigan Avenue, Chicago, Ill.; Hart Johnston, president 

Ward Dry Milk Co., 201 Custer Street, St. Paul, Minn. 

Washburn-Crosby Co., Inc., Chicago, 1] 

Washington Coffee Refining Co., G., 22 East 40th Street, New York, N. Y. 

Welch Grape Juice Co., Westfield, N. Y.; Howard F. Nuss, vice president sales 
and advertising, 55 Fifth Avenue, New York, N. Y 

Wesson Oil & Snowdrift Co., Inc., 210 Baronne Street, New Orleans, La., A. Q. 
Petersen, pre sident. 

Westinghouse Electric Co., lamp division, Bloomfield, N. J., Edward R. Maize, Jr. 

Weston Biscuit Co., Inc., 2 Brighton Avenue, Passaic, N. J.; J. C. McMullen, vice 
president. 

Wheatena Corp., Wheatenaville, Rahway, N. J. 

Wilbert Products Co., Inc., 805 East 139th Street, New York, N. Y.; William A. 
Dolan, president. 

Wilbur-Suchard Chocolate Co., Inc., Lititz, Pa.; John A. Wood, vice president 
and director of sales, 

Wisconsin Match Co., Oshkosh, Wis 

Wood & Selick Sweetened Coconut Co., Inc., 19 Rector Street, New York, ee 
J. S. Calvert, president 

Zerega’s Sons, Inc., A.. Fairlawn, N. J.: John P. Zerega, Jr. 

Zinsmaster Baking Co., 2900 Park Avenue, Minneapolis, Minn.; H. W. Zins- 
master, president 


The CHarrmMan. Any questions, gentlemen ? 

Mr. O'Hara. Mr. Chairman. 

The Cuatrman. Mr. O'Hara. 

Mr. O'Hara. Mr. Dunn, do you speak for the pharmaceutical group 
that you represent as well as the grocery association which you repre- 
sent ¢ 

Mr. Dunn. Yes, sir; to the extent that is stated in the preliminary 
art. 

Mr. O'Hara. I did not notice in your statement that you did claim 
you were speaking for the pharmaceutical manufacturers. 

Mr. Dunn. Yes; I did so. I have submitted an identical state- 
ment for both the Grocery Manufacturers of America and for the 
American Pharmaceutical Manufacturers’ Association, respectively. 

Mr. O'Hara. Well, I presume that you have observed in the room 
others who are associated in a scholarly way, in the study of the Food 
and Drug Act. It presume you are not the only one here this morning 
speaking for those who are particularly associated with that work; 
is that true? 

Mr. Dunn. No, indeed. I only speak for my own two groups, and, 
of course, the witnesses for the other organizations in the food and 
drug industry have full freedom to express their own views on this 
subject. 
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Mr. O’HarA. Well, I just wondered if you recognized there were 
others engaged in this special type of work. 

Mr. Dunn. Oh, yes; of course I do. 

Mr. O’Hara. Now, would you say, Mr. Dunn, that the administra- 
tion of food and drugs—the factory-inspection law—is a search-and- 
seizure permission to the Food and Drug Administration to obtain evi 
dence both for civil and criminal prosecution? Is that correct? 

Mr. Dunn. I would have to answer that by saying that the inspec- 
tion law enacted by section 704 is not a violation of the fourth amend- 
ment against unreasonable search; unless it is unreasonably admin- 
istered, and I should also add that it is not a violation, in my opinion, 
of the fifth amendment of the United States Constitution, wh ch 
provides against self-incrimination, because this law has a lawful 
purpose, to protect the American people from interstate commerce in 
harmful, adulterated, or misbranded foods and drugs, which are the 
most important articles of life. 

Mr. O’Hara. Do you know of any other department of the Govern 
ment which has the authority to do that which is done under section 
704 and section 301, without a search warrant or without some order 
of a court ? 

Mr. Duny. I will now have to draw upon a very uncertain memory 
at this point; but there are provisions for inspection im numerous 
Federal statutes relating to their subjects. 

Mr. O'Hara. Well, you do in vour statement call attention to the 
fact that this is a reasonable requirement and what the amendment 
would do would be to give an inspector the right to demand an imme- 
diate inspection ; is that not true? 

Mr. Dunn. What I said was this: That the inspection authority 
conferred by section 704, the factory inspection authority must be 
reasonably exercised, and that it is not— 

Mr. O'Hara. I understood you to say that it could be made at day 
or night, in your statement. Am I incorrect about that ¢ 

Mr. Dunn. No. My statement 1s very explicit to the effect that 
section 704, the factory Inspection law of section 704, may be rendered 
violative of the fourth amendment of the Constitution, if its i spec- 
tion authority is not reasonably exercised. ‘That question has not 
arisen in the entire history of the FDC Act to date. 

Mr. O’Hara. Do you know whether or not there have been inspec- 
tions made at night in some parts of the country ¢ 

Mr. Dunn. I can only answer that question to the effect that on the 
whole, in my observation, over the last 15 years or So, since the FDC 
Act was enacted, the FDA has made due inspections, but there may be 
exceptions which might require legal opinion. 

Mr. O'Hara. Well, if it appeared from evidence here that inspec- 
tions were made at night, would you say that was an unreasonable or a 
reasonable inspection ¢ 

Mr. Dunn. I can only say that as a rule inspection should not be 
made at night, of course, if they are to be reasonable, because the 
inspection must be made when the factory is operated. In the enact 
ment of the Federal meat inspection law, Congress dealt with that 
situation and actually authorized a night or day inspection. But we 
have never considered in the food and drug industry that reasonable 
inspection would be one made at night, except where the factory is in 
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oper ation or in perhaps a very great emergency where a serious ques- 
tion of public health law would unavoidably require such an inspec- 
tion to save, we will say, the lives of people. 

Mr. O'Hara. Well, let me get your interpretation of what this 
language does, Mr. Dunn, so that we can understand it. What it says, 
or what it does, is to strike out the written notice that was required 
in the old act; does it not ? 

Mr. Dunn. No; it strikes out the permissive requirement. 

Mr. O'Hara. Strikes out the first making of a request 

Mr. Dunn. The permissive requirement. 

Mr. O'Hara. Then after first giving written notice too, it is inserted 
in the new law? 

Mr. Dunn. That is right. 

Mr. O'Hara. Now, can you actually interpret that as to how it 
would operate; just what would the inspector do? He would make 
the written request for an inspection. Now, is that an immediate 
inspection or is it something to follow; or just what do you have in 
mind, Mr. Dunn? 

Mr. Dunn. I have tried to explain that very fully and carefully in 
my statement. 

Mr. O’Hara. Maybe I am so dumb I did not understand it; but I 
do not, and I would like to have you tell me again. 

Mr. Dunn. The amendment itself is unqualified. It simply savs 
that there must be an official written notice of the inspection. ‘That 
much is very clear; but in the communications to the House and the 
Senate, the Administrator of the act said that the written notice is 
intended to be immediately presented at the time of the inspecion. 

Now, it is perfectly obvious, Mr. O'Hara, that if by any chance a 
written notice for a factory inspection should precede the actual 
inspection itself, for a considerable period, and we have presented a 
situation of a serious violation of the law endangering public health, 
then the intervening period could be used practically to correct or 
conceal the situation which would be necessary as a basis for enforcing 
the act 

Now, therefore, I have pointed out the fact in my statement that 
the Administrator has very carefully stated in presenting the amend- 
ment in Mr. Wolverton’s bill to Congress, that the written notice is 
intended to be presented immediately on the spot at the time of the 
inspection for the inspection and I have presumed that because of 
the very great public need for that interpretative statement, the 
House committee would write it into its report. 

Mr. O'Hara. Now, all I was trying to get, Mr. Dunn, was the fact 
that the written notice and the inspection followed immediately. Isn’t 
that true? 

Mr. Dunn. That is the interpretation of the FDA; yes, sir. 

Mr. O'Hara. That is what I was trying to get. 

Mr. Harris. Will the gentleman yield at that point? 

Mr. O’Hara. I will yield. 

Mr. Harris. What would be the purpose of presenting a written 
notice if you were going to proceed famed itely to the inspection ? 

Mr. Dunn. This written notice is simply to provide authority for 

and a record of the inspection. It is to inform the manager of the 

actory to be inspected that this inspector is an authorzed representa- 
tive of the FDA, who is empowered to make this inspection. 
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Now, heretofore, up to this time, since 1906, when the original 
act was enacted, all that the factory inspector has done when he made 
a factory inspection was to show his credentials. 

Now, this proposed written notice is really a substitute for the 
credentials, and in a much better form, because the credentials card 
simply shows the official position of the inspector in the circumstances, 
whereas this written notice would be an expressed authority by the 
FDA, to make the inspection; and a record of it. So, it is a forward 
advance and an improvement over the old credentials practice. 

Mr. Harris. I simply cannot understand that. 

Mr. Cartyte. Will the gentleman yield? 

Mr. O’Hara. May I just proceed with this one question ? 

Mr. Cartye. Yes. 

Mr. O’Hara. Now, we have it plainly indicated by your testimony, 
Mr. Dunn, that this is the situation. Someone comes and says, or 
gives a written notice to the factory, that he wants to make an inspec- 
tion. Do you not think it is necessary that that inspector be further 
identified by credentials of the Department as well ? 

Mr. Dunn. I would think that that would be a very desirable prac 
tice, Mr. O'Hara. 

Mr. O'Hara. Would you waive that? 

Mr. Dunn. No; indeed. You see, every inspector who makes an 
inspection must, as a matter of administrative practice, carry his 
credentials authority, and I would assume that if this written-notice 
requirement were enacted, you would have the practical situation 
where he would give this notice and then he would show also his 
credentials, as an FDA inspector. That would be a practical work 
ing of the situation, and there is no reason, Mr. O’Hara, why this 
amendment should not be broadened to state that the inspector shall 
both vive a written notice of the inspection and show his official cre- 
dentials for making it. In fact, that is provided by one of the other 
bills before the committee. 

Mr. O'Hara. Well, I would not think it would hurt anyone. 

Mr. Dunn. It would probably help. 

Mr. O’Hara. Well now, section 704—now, we have got the man 
at the door with a calling card inspection, is what it amounts to in 
my book. He enters the factory. 

Now, 704 sets out what the Congress said he could inspect, does it 
not ¢ 

Mr. Dunn. Yes, sir; that is true, and I have stated the inspector’s 
authority is very clear. It is to inspect the factory itself and all perti- 
nent equipment, finished and unfinished materials, containers, and 
labeling in it. That is precisely what it states; nothing more nor less. 
That is in section 704, 

Mr. Benner. Will the gentleman yield ¢ 

Mr. O'Hara. Now, after he gets into the factory he is then con 
trolled by the law, by section 704; is that true ¢ 

Mr. Dunn. Yes, sir: that is entirely correct. 

Mr. O'Hara. Now, you speak of the effect. of the repassage of this 
bill and its effect upon what has been the administrative procedures. 

Mr. Dunn. Yes, sir. 

Mr. O'Hara. So far as confirming anything that the Department 
has done. Is that correct? 
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Mr. Dunn. That is correct. I have made it very clear, and I think 
it is extremely important, that the committee write into its report, 
because of the statutory rule of construction to which I referred, that 
the enactment of this bill dealing only with the question presented by 
the Cardiff case, which is a very narrow question, does not in any sense 
or to any extent indicate congressional approval of the scope ‘of the 
factory inspection law conferred by section 704, which is an entirely 
different matter that is not involved in the bill before us. 

Mr. O'Hara. Well, under this amendment, of course, the factory 
owner or operator must give the right of inspection immediately when 
that man comes there—that is, the inspector. 

Mr. Dunn. That is correct. 


Mr. O’HaraA.,. Or he is subject to prosecution under « 301: is he not? 
Mr. Dunn. That is correct; but the inspection authority itself, 
which is then undertaken to be exercised, must be within the scope 


defined by section 704. 

Mr. O'Hara. Now, do you approve the administrative practice of 
the in spectors ti aking p yhotogr: ap vhs ? 

Mr. Dunn. You are now beginning to pin me down- 

Mr. O'Hara. Iam beginning to pin you down to oak: the Food and 
Drug Administration said in its writ of certiorari in the Cardiff case 
Case. 

Mr. Dunn. Yes, sir: I have that statement right in my brief case. 

Mr. O'Hara. Well, I have it right in front of me. 

Now, do you see any reason why the inspector should look at formula 
cards ¢ 

Mr. Dunn. My answer to that is that practically everything which 
the FDA claime dis within the scope of its factors inspection authority 
in the petition for certiorari, in the Cardiff case, is not mentioned in 
section 704. 

Mr. O'Hara. Now, do you have a copy of the petition for the writ 
of certiorari before you ? 

Mr. Dunn. Yes. 

Mr. O'Hara. Beginning on page 19. 

Mr. Dunn. I have an extract of the writ which states, or makes the 
assertion—— 

Mr. O'Hara. Do you see any reason why the inspector should see 
the formula cards? I will repeat the question. 

Mr. Dunn. My answer to that is that the inspector does not have 
the right to inspect anything which is not authorized by section 704. 

Mr. O'Hara. Well, do you see where the formula cards are listed 
in section 704? 

Mr. Dunn. They are not listed in section 704. 

Mr. O'Hara. What about actual manufacturing working sets? 

Mr. Dunn. They are not listed in section 704. . 

Mr. O’Hara. Batch records? 

Mr. Dunn. They are not listed in section 704. 

Mr. O'Hara. What about the qualifications of technical people? 

Mr. Dunn. They are not listed in section 704. 

Mr. O’Hara. The complaint files. 

Mr. Dunn. They are not listed in section 704. 

Mr. O'Hara. Shipping reports relating to sources of raw materials, 
as well as to destinations of finished products? 
Mr. Dunn. They are not listed in section 704. 
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Mr. O’Hara. Now, what, if the administrator of the Food and 
Drugs Act of 1! 039 claims, that it has been the custom of these in- 
spectors to ask for all of these things. Do you say that the passage 
of this bill would give the authority or have the effect of making that 
a legal search and seizure? 

Mr. Dunn. No, sir; very positively not, because as I have stated, 
if you write this provision that is essential—into your report, that 
the passing, the enactment of this bill, or recommendation of this 
amendment, is not to be construed as a congressional approval of a 
previous administrative construction of section 704 otherwise, you 
eliminate all these questions. ‘Then, you are left in the position where 
a manufacturer can either voluntarily acquiesce in whatever the FDA 
requests in a factory inspection, or he can take the position that the 
request transcends the authority of inspection conferred by section 
704 and in that event, if the FDA then brings a formal proceeding 
against him for refusal to disclose what he considers to be unauthor- 
ized information, it will be a matter for the courts to determine as to 
who is right. 

Mr. O’Hara. Why should not the Congress say what should be 
spelled out as to that, so that there would be a lot of expense and 
litigation avoided? Now, I grant you there should be factory in- 
spections, Mr. Dunn, but if we give that tremendous power to any 
department of Government, we should also specify some degree as to 
what is proper and what is improper—at least say what is proper, and 
not condone or in effect enact a law that I think you would yourself 
admit has been unreasonable as to inspections and interpretations. 

Mr. Dunn. Yes; I have stated the remedy for that. You can do 
it in 1 or 2 ways. You can either state these various enumerated 
things that are not included in the inspection authority of section 
704, or you can state the general rule that Congress does not intend 
by his amendment to approve any previous administrative construc- 
tion of section 704, which exceeds the express authority of inspection 
conferred by it. 

Mr. O'Hara, That is all, Mr. Chairman. 

Mr. Carty.e. Mr, Chairman. 

The Crratrman. Mr. Carlyle. 

Mr. Cartyte. Mr. Dunn, we are thinking now of food and drugs 
used for human consumption; that is correct, is it not? 

Mr. Dunn. Yes, sir. 

Mr. Cartyte. Now what would be the impropriety of inspecting 
food in a plant, where it is being manufactured, and the plant, we 
will say, is operating both night and day; what would be the impro- 
priety of making an inspection at night? 

Mr. Dunn. Well, I can conceive of conditions where a night in- 
spection would be in proper order, where you operate day and night; 
and as I have stated before, where you have such an emergency situ- 
ation that an inspection must be immediately made to safeguard 
public health: but all of those matters, it seems to me, are to be de- 
termined in the light of the conditions which are presented in the 
practical administration of this law. 

Mr. Cartyte. Well, in cases of that kind, where the plant is oper- 
ating both night and day, it would be reasonable to make the inspection 
at night as reasonable as in the day, would it not ? 

Mr. Dunn. I have tried to indicate my answer to that. 
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Mr. Carty.e. I thought so. 

Now, of course, we are not suggesting that you go to a man’s home 
and get him out of bed and bring him down to his plant at midnight, 
to make an inspection. I do not understand that either of us were 
taking that position. 

Now, what would be the purpose of making an inspection, if you 
are going to give a manufacture who, you think, is engaged in man- 
ufacturing something that would not be safe for human consump- 
tion, opportunity, and time to remove the condition that you propose 
to inspect? Would there be much need of making that inspection ? 

Mr. Dunn. That is why I suggested that the committee should 
write into its re port that the inspection should be permitted imme- 
diately, as the administrator of the act suggests. 

Mr. Carty.e. I thought you made that very plain. 

Mr. Dunn. Now, of course, when you deal with the broad question 
as to when an inspection is reasonable or whether it is reasonable or 
not, vou have got to, of course, look at the facts in each instance and 
they will vary. That has been true all down through the construction 
of any statute. 

Mr. Cartyte. In other words, you take the position that the proper 
time to make the inspection is when you think a manufacturer is en- 
gaged in manufacturing a commodity that would not be safe for hu- 
man consumption, and the time is reasonable—— 

Mr. Dunn (interposing). I have taken the position that section 704 
first provides that the inspection must be reasonable in time; and sec- 
ondly, I have pointed out that the Administrator has expressly ad- 
vised Congress that the inspection should be made immediately after 
the presentation of official notice of the inspection. 

Mr. Cartyie. That is all, Mr. Chairman. 

Mr. Hare. Mr. Chairman. 

Mr. Hinsnaw. Mr. Hale. 

Mr. Harr. Mr. Dunn, if I understand your testimony correctly, 
you prefer H. R. 2769 to H. R. 355 

Mr. Dunn. What does H. R. 3551 provide? I have forgotten what 
5051 provides for. 

Well, Mr. Hale, in hastily reading H. R. 3551, it apparently requires 
the exhibition of appropriate credentials, to the manager of the fac- 
tory rather than an official notice. 

I have testified to the effect that in my opinion the official notice 
drawn in proper form is adequate, but on the other hand, there cer- 
tainly could be no objection and it might be a strengthening of Mr. 
Wolverton’s bill to require both the notice and the exhibition of the 
credentials. It is a pure formality. I believe no one could object 
to doing both, instead of one. 

Mr. Hare. There is no requirement as to written notice in H. R. 
ered 

Mr. Dunn. The requirement of H. R. 2769 is for a written notice, 
whereas the requirement of H. R. 3551 is for the exhibition of appro- 
priate credentials. 

Mr. Hare. If I understand the bills correctly, H. R. 2769 requires 
written notice, but no credentials, and H. R. 3551 requires credentials, 
but no written notice. 

Mr. Dunn. That is correct, sir. 
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Mr. Hare. Now, the requirement of written notice in H. R. 2769 
does not seem to me to mean very much, because it does not say how 
much written notice is to be given, or how it is to be given, or how it 
is to be transmitted, or who is to give the order; to whom it is to be 
addressed. 

If there is going to be a requirement of written notice, it seems to me 
that it ought to be a much more specific requirement. What do you 
say to that? 

Mr. Dunn. I would agree with that, in general principle. 

Mr. Harr. Mr. Harris asked you what was the point of a written 
notice if it is to be followed by an inspection apparently within three 
minutes 4 

Mr. Dunn. Of course, you understand, Mr. Hale, that when you 
show credentials—which has been the customary pri actic ‘e for nearly 
half a century under this act—you do not spec ify anything. You just 
simply show the credentials and then you go in and er 

Now, I personally stated to Commissioner Crawford, when this 
amendment came up that I did not understand why the nd practice 
of simply showing credentials was dropped from the law and that 
this new official notice was substituted, for I can see the value of 
having both. In other words, suppose you are the manager of a fac 
tory and a man comes in and gives you notice, official notice, that he 
is going to make an inspection. Well, you may say to him, “How - I 
know that you are an official inspector of the FDA?” And so he 
takes out his credentials and shows you. 

Mr. Hare. Of course, I think everybody would agree that anybody, 
any person seeking to inspect a factory should show credentials. That 
is only commonsense. 

Mr. Dunn. And that is why I believe this credentials practice should 
be permitted to stand. 

Mr. Hate. I do not myself see ally point in the written notice as 
provided in H. R. 2769, which notice is no protection to the man who 
owns the factory; and it tmposes, it seems to me, an unnecessary al- 
though not a very heavy burden on the Food and Drugs Administra 
tion. 

But, why give written notice when you are just going to knock on 
the door and then inspect ? 

Mr. Dunn. Well, the answer to that is that you are making an 
amendment of the factory inspection law in section 704, to knock out 
its permissive industrial authority requirement. Now, you are trying 
to substitute something to take its place and it is perfectly proper, 
Mr. Hale, to repeat the old credentials requirement, or to make a sub- 
stitute official notice requirement, which is properly defined, or to 
require both. 

Mr. Harr. All of the written notice requirements I have ever read 
in a statute or in a bylaw, prescribed the character of written notice 
and how it is to be transmitted: who it is to be served upon; whether 
it isa 3 days’ written notice, or a 30 days’ written notice. It is some- 
thing like the serving of a writ. The requirement should be very 
specifically set forth. 

Mr. Dunn. IL agree with that, sir, in general principle. 

Mr. Harr. And this provision in H. R. 2769, I frankly think is 
no good at all. 
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Mr. Dunn. Well, it is subject to the criticism of being vague and 
indefinite, and I frankly say to you that it could be effectively 
strengthened to make the written notice more spec ifie, 

Mr. Hare. Suppose that we enacted H. R. 2769 and the Food and 
Drugs Administration served written notice on the janitor; is that 
in compliance with the statute / 

Mr. Dunn. I did not catch that, sir. 

Mr. Hare. Suppose we enacted H. R. 2769, as is, and the Food and 
Drugs Administration served a notice, sent an inspector around, and 
the inspector has a written notice addressed to the John Doe Manu- 
facturing Co., and hands it to the janitor. Is that a compliance with 
the act? 

Mr. Dunn. No; because the act says the notice must be given to the 
owner, operator, or custodian of the 1 ‘actory. There is no question on 
that point. 

Mr. Hare. Maybe the janitor isa custodian. 

Mr. Dunn. Well. perh: LpS SO, from an extreme standpoint. He is 
certainly not a custodian in the sense of this law. It is a man who 
is responsible for the operation of the factory itself at the time. 

Mr. Hare. Where is that answered in here ¢ 

Mr. Dunn. If you will look at the end of my statement, it is very 
explicitly stated. 

Mr. Har. When you serve notice ona corporation you must neces- 
sarily serve it on some agent. I do not think that “owner, operator, 
or custodian” really takes care of the situation; the practical situation. 

Mr. Dunn. Well, that may be true; and section 704 may be further 
amended to correct this. 

Mr. Hare. It should be served either on an officer of the corporation 
or on some agent designated to receive service. 

Mr. Dunn. I would agree with you, Mr. Hale, that language could 
be better written. 

Mr. Have. I think I have said all I care to say, Mr. Chairman. 

Mr. Bennett. Mr. Chairman. 

Mr. O'Hara. Mr. Bennett. 

Mr. Bennett. Mr. Dunn, right on the point Mr. Hale was dis- 
cussing, in the language of the law as written now it says: 
after first making request and obtaining permission of the owner, operator, or 
custodian. 

Do you construe that to mean that the inspector may at his dis- 
cretion select the person from those three categories, to whom he 
shall give his notice ? 

Mr. Duny. I will have to answer that question yes, because this is 
an alternative provision. 

Mr. Bennett. So that he, the inspector, could, under this language, 
in spite of the fact that the owner is there, the man who is operating 
the business is there, he could go to the janitor or the custodian and 
serve notice on him? 

Mr. Dunn. No: I do not think he could go to the janitor. 

Mr. Bennett. Or the custodian ? 

Mr. Dunn. Yes. I happen to be counsel for one of the large food 
manufacturers of America, and we have often seen how this thing 
works out. The inspector will come and we find out—— 

Mr. Bennert (interposing). I am not talking about the practice, 
Mr. Dunn. I am asking your opinion as to what the inspector could 
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do, if he chose to do so, under the language as it is written in the law 
or in the bill. 

Mr. Dunn. Well, my answer to that is that he would have to get 
he would have to serve the notice on the owner, operator, or custodian, 
and that one of those three would have to be legally responsible. 

Mr. Bennett. He could take his choice of the three 4 

Mr. Dunn. Yes, sir. Asa rule, you know, in the operation of these 
factories, we have—I know, in the companies I am interested in— 
we have what we call a manager. Now, he might serve notice on 
the manager or if it is a corporation and the secretary of the corpora- 
tion is there, the notice could be given to him. It would just depend 
upon how the circumstances are. 

Mr. Bennett. Well, but the point seems to me to be this—that under 
the present act, the law does give the owner protection, the right of 
refusing. 

Mr. Dunn. Yes, sir. 

Mr. Bennetr. Now, under those circumstances, it is not so import- 
ant, in my judgment, as to how this notice should be served; but under 
the proposed legislation, your are taking away the right of the owner 
to be inspected or any discretion on his part. Thus, the person upon 
whom the notice would be served, that is, giving the inspector the 
automatic right to go in, seems to me to be entirely a different matter 
and certainly a more important matter, so far as the factory owner 
is concerned, 

Mr. Dunn. I would agree with that statement. In other words, 
you can improve this amendment. 

Mr. Bennett. In spite of that, do you think that there should be 
no change in the description of the persons upon whom this notice 
should be served ? 

Mr. Dunn. Well, my answer to that is this, sir, that I think you 
can improve the description of the person upon whom the notice is 
to be served. You can improve the form of the notice itself, as Mr. 
Hale suggested. 

Mr. Benner. Do you not think it is necessary to do so, if this bill 
is adopted; do you not believe that it is necessary to give the owner 
something to protect him, some protection, that there 1s some protec- 
tion that he ought to be entitled to on or in connection with these 
inspections ? 

Mr. Dunn. Yes; I would go along with that reasoning, in principle. 

Mr. Bennett. Now, one further question on another point. 

In reply to a question by Mr. O'Hara, I understood you to indicate 
that you thought the language of the present statute as to what the 
inspector could do, once he undertook the inspection, was clear in the 
statute at ~ present time? 

Mr. Dunn. It is clear to me. If you will read the statute itself, 
it is just as ane. it seems to me, as a crystal. It says that the power 
of the inspector, relates to the factory itself, and then it specifies 
the things inside that factory that may be inspected, which are 
pertinent equipment 

Mr. Bennett. Let us stop there. 

Mr. Dunn. Yes. 

Mr. Bennett. What is crystal clear in your mind about the phrase 
“pertinent equipment?” 
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Mr. Dunn. I have always construed that clause, or phrase, to mean 
the machinery and the devices used to manufacture the product. 

Mr. Bennerr. What about the formula ? 

Mr. Dunn. No. 

Mr. Bennerr. The procedure of manufacturing, would that be 
considered pertient equipment to the factory ¢ 

Mr. Dunn. No; I do not think that is equipment. 

Mr. Bennett. Would any part of his records be regarded as perti- 
nent equipment ¢ 

Mr. Dunn. No, sir; not in my mind. 

Mr. Bennert. Has that phrase “pertient equipment” ever been con- 
strued by the courts ? 

Mr. Dunn. No. One of the strange things about thi: 

Mr. Bennetr. Just a moment. Has it been construed by the Federal 
Security Agency ¢ 

Mr. Dunn. Yes, sir: but there has never been any judicial construc- 
tion. In fact, the Cardifi case 1s the only case on the books in which 
the United States Supreme Court has undertaken to construe section 
704. Now, all of these things, as to the scope of factory inspection 
are still questions for future determination by judicial construction. 

Mr. Bennerr. And the Food and Drug Administration also ? 

Mr. Dunn. And by what? 

Mr. Bennerr. By the agency that administers the law. 

Mr. Dunn. Oh, yes: I pointed out that in the petition for certiorari 
in the Cardiff case the FDA made claims for inspection authority, 
which clearly are not included within the scope of the authority 
eranted by section 704—— 

Mr. Bennerr. Now, as a representative of these manufacturers, 
you are willing to, despite the fact that their interpretation is dia- 
metrically opposed to your own; you are still satisfied that this 
language gives the factory owner reasonable protection from search 
and seizure ¢ 

Mr. Dunn. No; just the opposite. I have advised the committee 
very carefully to write into the report a statement to the effect that 
the enactment of this technical amendment caused by the Cardiff 
decision should not imply a congressional approval of any previous 
administration construction of the scope of authority under section 
704, which is not in issue here. 

Mr. Bennerr. If the language is crystal clear, why should it be 
necessary to go through all that falderal ? ; 

Mr. Dunn. Because the section has been administratively con- 
strued in the past in a way that may transcend the scope of the 
inspection authority conferred by section 704, 

Mr. Bennett. In other words, you are one of the few who believes 
that the language is crystal clear? For the most part there is con- 
siderable disagreement as to just what this language means, depend- 
ing upon the people or the agency that is placing the meaning on it. 
Is that right ? 

Mr. Dunn. No. My position is that if section 704 is appropriately 
construed according to its precise and explicit language, it is clear: 
but it may, and has been, given some administrative construction which 
transcends the scope of the authority conferred by section 704. 

Mr. Bennerr. Would you say that as administered and construed 
by the Food and Drug Administration that it has been crystal clear ? 
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Mr. Dunn. No; not in the case where I believe section 704 has been 
administr: atively exceeded. 

Mr. Bennett. You are talking about this legislation—and I do not 
want anyone to misconstrue my interest in it. I certainly believe that 
any authority necessary to make adequate inspection at any time ought 
to ae given—but I do not believe we ought to be unaware of the fact 
that we do have a duty to protect people’s rights and protect the rights 
of the people who are subject to these inspections, and since we are 
taking away any discretion on the part of the owner by this proposed 
legislation, it seems to me it becomes all the more important for the 
people who are to be inspected and for the peop le who are to do the 
inspecting, as to just how far this authority goes. 

Mr. Dunn. Yes; 1 agree with that, and as I have stated, sir, you 

‘an do it by a general statement in the report which I have recom- 
mended ; or you can do it by spelling out explicitly the scope of author- 
ity in oo report. 

Now, there is another thing about this that has not been mentioned, 
which has a very great unportance on what we are discussing. There 
is a provision in this Federal Food, Drug and Cosmetic Act found 
section 301 (j), which prohibits official misappropriation of any in- 
formation acquired in a factory inspection regarding methods or proc 
esses which are entitled to protection as a trade secret. 

Now, in the past I have heard an official of the FDA say that the 
Pp ap on in section 301 (j) actually writes the right into seetion 704 
of the FDA to napert secret processes and methods and perhaps 
private formulae; but actually section 301 (j) has no relation what 
ever to the factory inspection authority of section 704. 

Section 704 is the basic factor y inspection law which defines its own 
authority, which is enforced by section 301 (f), and the only signifi 
cance of section 301 (j), to which I have just referred, is that it pro- 
hibits an FDA inspector who picks up such trade secrets in the course 
of his factory inspection from misap propriating the information for 
his own private advantage. That is why I have thought that section 

301 (j) should be rewritten so that it provides that FDA factory in- 
spectors shall not misappropriate any inspection information for their 
own personal advantage without limitation; which obviously they 
should not do. 

Sup pose an inspector, for examp le, in a factory inspection—a lot 
of these manufacturers are very generous about a factory inspection 
and they raise no objection to an inspection which is actually outside 
of the authority covered by section 704—suppose he picks up a very 

valuable bit of information about a private formula = a trade secret 
and then he resigns from the FDA and becomes a consultant. I am 
just assuming a fictitious situ: —_ for the purpose of this discussion, 
which may actually become a reality, sooner or later—and he goes 
around and sells that iateneniion to some competitor of the manu 
facturer, for his own personal advantage. Certainly that sort of 
thing should not be permitted. 

Hence section 301 (j) should be revised and strictly prohibit an 
FDA inspector from misappropriating information to his own per- 
sonal use, any information, which he secures in an authorized and offi- 
clal factory inspection. 

I think you W il] agree to that. That is commonsense on the face of 
it. And, it may well be that the committee will want to consider their 
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situation in dealing with section 704, because it has been said in the 
past that section 301 does broaden section 704. 

Mr. Bennett. That is all, Mr. Chairman. 

Mr. Rogers. Mr. Chairman. 

Mr. O'Hara. Mr. Rogers. 

Mr. Rogers. Mr. Dunn, what is the standards or the criterion of 
information that the Administrator or his office employs, should have 
before they make a demand for an inspection ? 

Mr. Dunn. Well, I do not know what instructions the FDA gives 
inspectors. All I know is what section 704 authorizes. 

Mr. Rogers. Well, do they just simply have to have a suspicion ? 

Mr. Dunn. I beg your pardon. 

Mr. Rogers. Should they just merely have a suspicion and then go 
in and demand the right to make an inspection ¢ 

Mr. Dunn. No, sir. Section 704 defines the inspection authority. 

Mr. Rocers. In other words, an owner or an operator of a business 
would not know when he might be subject to an inspection, unless 
you have some standard by which the employees or the administration 
is guided, before coming to him and saying, “I demand that you let me 
enter your place and make an inspection?” Is not that true? 

Mr. Dunn. That is true, if the inspection is authorized by section 
704. But I have to add, sir, that a food or drug manufacturer usually 
has competent counsel and when a factory inspector comes in and says, 
“T want to see certain formulas,” he can turn to his counsel and say, 
“Now, is this inspector authorized to get that information?” And his 
counsel could look at section 704 and say there is nothing about that 
in it. 

Mr. Rocrrs. Now, what about some of the rights under the fourth 
amendment, referring to seizures and inspections ? 

Mr. Dunn. What about the fourth amendment? 

Mr. Rocers. And search and seizures; yes. 

Mr. Dunn. I have said in my statement that the fourth amendment, 
of course, protects everyone from an unreasonable search under this 
factory-inspection law; and if and when that question arises, and a 
manufacturer believes that the inspector’s demands are a violation of 
the fourth amendment, he should say so and stand on his rights, and 
then litigate the question in the courts, and if he is right, the courts 
will sustain him. 

Mr. Rocers. Do you not believe that it would be better procedure 
for the individual, so far as the rights and privileges are concerned, 
and the protection of the individual who is conducting this kind of a 
business, that before the administrator or the employee, or his desig- 
nated agent, can do this thing, after he has made a demand upon them 
and there has been refusal, that he should go and get an order from 
the courts for search and seizure? 

Mr. Dunn. I am not sure that I understand that question. 

Mr. Rogers. I beg your pardon. 

Mr. Dunn. I am not sure that I understand the question. 

Mr. Rogers. Here is what I mean. Put the burden to some extent 
upon the Department. Do you catch my point? In other words, 
what you are doing, in my opinion, is you are transcending or trans- 
gressing the provisions of the fourth amendment. All right, if the 
Administrator, or his representative or employees go to a man and 
says, “I would like to enter your warehouse,” or whatever the estab- 
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lishment may be; now if he says “No,” do you not think it would be 

little better and more in conformity with the fourth amendment 
that the bureaucrat or the Department should go to the court and 
say, “We have reasonable grounds to believe that ‘the law is being vio- 
lated. We therefore ask you for a permit to enter that building.” 
Do you not think that that would be preferable? 

Mr. Dunn. Let me tell you how it actually works out now in prac- 
tice and I can speak from long experience with this matter. 

If an FDA inspector came to the factory of one of my clients and 
said, “We want to see a certain thing” in the manufacture of a certain 
product, and I believed that it was an unreasonable construction and 
application of section 704, I would advise my client, if he wanted to 
take that position, to stand on his rights and refuse such inspection, 

Now, if the FDA then prosecuted my client under section 301 (f) 
for a failure to reveal that information under section 704, then I would 
defend him on two grounds. I would first say that the inspection 1S 
not authorized by section 704 and that, secondly, if it is authorized 
under section 704, it is a violation of the fourth amendment. 

Mr. Rocrers, Then, you would be putting him to the expense of 
litigation. 

Mr. Dunn. Yes, sir 

Mr. Rocers. For nothing. 

Mr. Dunn. Yes, sir; that is the present situation. 

Mr. Rogers. Do you not believe that there is just a little too much 
of that in the Government departments, of this Government and the 
bureaus in the Government, involving the violation of freedom of the 
individuals at the present time? 

Mr. Dunn. ‘There is a tendency _ 

Mr. Rogers. There is a tendency on the part of all departments of 
the Federal Government to disregard individual rights and liberties. 

Mr. Dunn. I would have to answer that question, if I am going 
to be fair, in this way, that in the first place we must all recognize that 


the FDA must have a factory-inspection authority, if this act is going 
to protect the public health. In the second place, I agree with you 
fully, to the effect that the factory In oe ection authority should be 


written out as explicitly as the Congress can do so, so that there will 
be no question about it. to avoid any nee lless expense or litigation in 
order to determine a matter of construction. So, I think we are in 
general accord on this point. Do you not agree w ith me on that 4 

Mr. Rogers. Yes. Thank you. 

Mr. Derountan. Mr. Chairman. 

Mr. O’Hara. Mr. Derounian. 

Mr. Deroun1an. Mr. Dunn, you do agree that in inspections of this 
kind that an element of surprise is very important in getting evidence 
of wrong doing: do you not? 

Mr. Dunn. Yes, sir; I do. 

Mr. Derountan. And if you think that is so, why have any kind 
of weasel language like being at a “reasonable time,” before you get 
into the factory? Why not Ju st have Congress legislate authority for 
inspectors to go in and look at it at any time they want to? 

Mr. Dunn. Well, the answer I made in my statement is that you 
should write into this report very explicitly, as the DA has recom- 
mended, that the inspections may be made immediately after the pre 
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sentation of a notice and of credentials, or whatever it is that 1s used as 
the instrument that authorizes the inspection. 

Mr. Drerounian. You think this inspection should be made at rea- 
sonable hours ? 

Mr. Dunn. Of course, it is now provided for. 

Mr. Derountan. Now, is reasonableness put in there for the con- 
venience of the man so that he will not be waked up in the middle of 
the night to go down to his factory ¢ 

Mr. Dunn. No. It is put in as a general rule of public policy, 
sir. That is to say, it is intended to be a rule of reasonableness that 
should be cl} phed in the appli ation of this | ublie statute. 

Mr. Dreroun1an. Well, if you are trying to get evidence about de- 
leterious matters, do you not think that you would find it more readily 
if the man does not expect a Call, just like you have an inspection in 
the Army. They vet you ¢ ut in the middle ot the night and look at 
your shoes, and look at your faces, and look at your nails, whereas 








if a general tells them that he is coming for an inspection in 2 weeks 
from now, everybody take sa bath and prepares for it, and you do not 
get what you want. What I am getting at is, this is pretty basic, 


and I do think this language 1 the bill, “after first given written 
notice,” is not worth anything. It is just six more words. 
Mr. Dunx. Well, vou have two ways of dealing with that: either 


write into section 704 provisions to clarify it or make an interpreta- 


tive statement in your report. 

Mr. Drrounian. It seems to me, Mr. Dunn, where you have some 
polso ous matter in food, I do not think you should have to give any 
kind of notic to anybody. 

Mr. Dunn. I agree with that, subject to the notice requirement of 


this amendment. 

Mr. D1 ROUNIAN, And you should not have to be reasonable SO far 
as that man’s convenience is concerned at all. And, 1f it is that im- 
pe tant, a man sho ild be able to get up in the middle of the night and 
show whether or not his food poisonous. Also if it is that impor- 


tant, I think it might not be too harmful for the Administrator to 
ret a writ from the courts to search the premises. You see, if you 
o1Vve him i reasonabl time, yol are throwing out the element of sur- 


pL l 
prise and you want the element of surprise. Of course, you can get 
, 


hat through a writ, and you can get a writ at any time, at any hour 
of the meht. , 

You see, this is such a1 ve amendment, in my opinion, it is not 
worth anything It is very puerile and childish, I think. 


Mr. Dunn. Well. it can be strengthened. undoubtedly. 

Mr. DrerountAn. Something ought to be done to it. 

That is all, Mr. Chairman. 

Mr. Beamer. Mr. Chairman. 

Mr. O'Hara. Mr. Beamer. 

Mr. Beamer. Mr. Dunn, you say that the Congress should write 
this into the report or that the committee should write it into its 
report ¢ 

Mr. Dunn. Yes, sir. 

Mr. Beamer. What do you think as to the Administrator, or any 
agency, not the FDA, but all agencies of the Government; do you 
think it is necessary to write it in black and white what they shall or 
shall not do? Is that your implication ? 
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Mr. Dunn. Oh, I have not tried to deal with all of the other 
agencies of the Government in my testimony; but I have tried to 
make this point clear, to the extent of my ability, that when we are 
dealing with the administration of any public law for inspection 
purposes, which are very important, that you have got first to have a 
plain statement of the law. In the first place, you should grant the 
inspection authority which is necessary. 

Mr. Beamer (interposing). I am not talking about 

Mr. Dunn. May I complete this thought / 

Mr. BrAMER. Yes, indeed. 

Mr. Dunn. That your report should then interpret this authority 


sufficiently. You would thus have the inspection authority so ex 
plicit that there could be no unreasonable misuse of it by the 
il spectors. 

Mr. Beamer. Suppose that we er | follow your suggestion and 
write it explicitly, very clearly write into the report the full extent 


of the authority. It is still not in ie law, is it? 

Mr. Dunn. My own view is this, that it would be enough if you 
wrote into your report the statement that this amendment has 
nothing to do with the s scope of the inspection authority granted by 
section 704, and is not intended by Congress 1n any sense to approve 
any previous administrative construction of that authority. 

Mr. Beamer. All right. May I take some concrete ex: imple s—and 
I want to be very frank with you—an example with which I am 
familiar. 

Suppose that inspector A comes into a factory and makes an inspec 
tion and he tells the factory owner that everything is satisfactory 
and he reports back to his agency that this factory is doing a good 
job; is clean and sanitary. 

Suppose 6 months later, or 6 days later, or 6 hours later, inspector 
B comes in and he finds everything wrong, or something wrong. 

Now, those two men are acting under the same authority, are they 
not ¢ , 

Mr. Dr NN. Yes, SII 

Mr. Beamer. And that has happened, Mr. Dunn. I have had the 
experience. I understand that this has happened. 

Mr. Dunn. You have got the human element. 

Mr. Beamer. All right, you have got the human element to deal 

th. So. we must be practi al, is that not right ? 

Mr. Dunn. Yes; that is why I have never understood to this day, 
although I had a very close association with the building of th 
law, why Congress did not say that the inspection shall be reason 
ale in character, as well as to time. 

Mr. Beamer. Now, let me pursue this just a little further. The 
Pure Food and Drug Act, seemingly, in its origin, was designed to 
protect people against adulterated foods and so on. Is that correct ? 

Mr. Dunn. That is correct. 

Mr. Beamer. Do you think that they have some obligations alse 
to the factory owners / 

Mr. Dt NN. Of course they have. They have the obligation of being 
fair and reasonable, sir. 

Mr. Beamer. I want to ask you this. If they make inspections, do 
you feel that the factory owner is entitled to a copy of the inspector’s 
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report? Is he not entitled to know whether he is within the scope of 
the law or not? 

Mr. Dunn. My own answer is “Yes.” 

Mr. Beamer. Now, may I pursue this a little further? 

Mr. Dunn. That has not been the practice. 

Mr. Beamer. That is what I thought. Do you think that perhaps 
this particular legislation could be improved by the inclusion ot 
some such an amendment ? 

Mr. Dunn. Well, perhaps so. 

Mr. Beamer. And would it not strengthen it, as you have indi- 
cated 7 

Mr. Duny. I think that the amendment can be greatly improved 
in different directions along the lines we have been discussing here 
this morning. 

Mr. Beamer. Good. 

Mr. Dunn. I think that when an inspector makes a report, if he 
finds conditions good or bad, the manufacturer ought to be made 
aware of the results. 

Mr. Beamer. Of course. You want to knov. I believe that every 
factory wants to have inspection and welcomes it. 

Mr. Dunn. The legitimate factories. 

Mr. Beamer. Yes, the legitimate factories. 

Mr. Dunn. I am talking about the legitimate manufacturers. Sup- 
pose that you were a legitimate food or drug manufacturer—— 

Mr. Beamer. I was, once. 

Mr. Dunn. Yes. 

Mr. Beamer. It was a long time ago. 


> 


Mr. Dunn. I am very glad to know that. But, if you are in that 
category and the inspector’s report should disclose something that you 
have inadvertently overlooked, it seems to me in all fairness you should 
be acquainted with that fact. 

Mr. Beamer. That is right, without having to wait for 6 months or 
a year, or a vear anda half, and then have a suit filed against you. 

Mr. Dunn. Of course, that is so obviously fair. 

Mr. Beamer. Have you seen that happen ? 

Mr. Dunn. I cannot recall any instance in my own experience of 
that sort. 

Mr. Beamer. May I ask another question, Mr. Dunn? Oftentimes 
In pursuing obvious, or practically so, or alleged misdemeanors on the 
part of the factories, goods have been seized at far distant points for the 
purpose of inspection. 

Now, is that within the scope of section 704? 

Mr. Dt NN. Well. section 104 only deals with the inspection of the 
factory. It has nothing to do with goods anywhere else outside of 
the factory. 

Mr. Beamer. What section deals with the seizure of goods outside 
of the factory? Iam not a lawyer. 

Mr. Dunn. There is a section in the act. 

Mr. Beamer. There must be. 

Mr. Dunn. Which deals with seizures. I can give that to you in 
Iminute. In section 304,sir. That defines the seizure authority of the 
FDA. 

Mr. Beamer. That is right, 


a 
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Mr. Dunn. Throughout the country; but we are dealing here with 
section 704 only, w ith the immediate factory inspection. 

Mr. Beamer. I know, but it all ties in, does it not? Suppose some 
goods in a factory are inspected and the inspector has a suspicion or 
at least in his report to the FDA, he says that he has a suspicion that 
some goods went out of that factory that were not what they should be. 
So, he writes to the FDA and the FDA seizes goods that have not there- 
tofore been inspected. 

Then I suppose that that has been the case in numerous times. I 
know it has come to my attention, and I presume to yours, that they 
have done just that and then have cleared those goods as being pe r- 
fectly satisfactory. We have found that there is no poison or no injur- 
ious element in the goods. And, that factory owner probably has 
had thousands of dollars worth of merchandise tied up as a result of 
that seizure for months, perhaps, and he has also perhaps found that 
in the minds of the jobbers and wholesalers or retailers of the food from 
whom these goods were seized, that suspicion has been raised. 

Now, what are we going to do to recompense the man, the legitimate 
man, to whom we referred a while ago? 

Mr. Dunn. Well, that is—— 

Mr. Beamer (interposing). This is happening. I have recently re- 
ceived several cases, reports on several cases showing that. What are 
we going to do about that ? 

Mr. Dunn. Well, of course, that is where your exercise of good ad- 
ministrative discretion comes into force. In other words, the adminis- 
tration of that act should always be just and fair in all respects. 

Now, Mr. Chairman, I would like to make this statement in cou- 
clusion, because we have gone over a lot of ground in our discussions 
this morning, that I hope the committee in its report on Fe R. 2769— 
and that is the bill which should probably be reported, because it is 
the administration’s bill—will amend section 704 in the way that you 
think it should be amended to have its provisions right and that on 
the other hand, it will also write into its report a sufficient interpreta- 
tive construction of the amendment recommended so that there can be 
no question in the future about what this inspection authority means. 

And on the other hand, there should be no question that = inspec- 
tion authority shall be adequate for the enforcement of this a 

Is that not, Mr. Hale, just about what you have in mind, ol does 
that not just about sum it up when we get all through with this 
situation ¢ 

Mr. Beamer. Mr. Dunn, I have one last question. 

You are speaking for a group of grocery manufacturers and phar- 
maceutical manufacturers ¢ 

Mr. Dunn. Yes, sir. 

Mr. Beamer. May I ask you how many members there are in each 
of those respective groups? 

Mr. Dunn. In the Grocery Manufacturers of America, which is an 
over-all national association of food manufacturers, generally in- 
cluding the leading ones, we have over 300 members. 

Mr. Beamer. Three hundred or over? 

Mr. Dunn. Yes, sir. 

Mr. Beamer. May I ask, are those manufacturers or distributors? 

Mr. Dunn. No: just manufacturers. 

Mr. Beamer. Just manufacturers / 
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maceutical Manufacturers Association, which 


| of the 2 national associations representing the pharmaceutical 
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Mr. Younerr. Thank you, sir; that is all. 

The Cuainman. Any further questions ¢ 

Mr. Harris. Mr. Chairman. 

Phe Cuarrman. Mr. Harris. 

Mr. Harris. Mr. Dunn, I want to compliment you on your a alvsis 
and testimony here on this apparently very simple amendment. 

Lagree w ith some of the others in their expression that most of these 
s mple ame ndments turn out to be very complicated. 

Now, in the first place, the written notice, as you have said, a} 
ment ago, and in answer to a question I asked you, is interpreted by 
thre sponsors to mean actu lly the credentials of the inspector. 

Mr. Dunn. Will vou excuse me there ‘ 

Mr. Harris. Yes 

Mr. Dunn. No; I did not mean that. It is apparently a substitute 
for the credentials. ; 

Mr. Harris. Vell. I i cle rstood you to say a moment ago that wa 
the actual meaning and that the intent was for it to be the credential! 
of the IMspector. 


Dunn. No. 


Mr. Harris. It serves the purpose, I believe. 
Mr. DUNN. It ha the same purpose, but it: 18 a 4 th rent \ Ly ¢ I 
accomplishing that purpose. In other words, up to this time, the 


i i 
inspector comes to a factory and pulls out his credentials card, whi 
show he is an authorized i ispector of the FDA, 
Mr. Harris. I understand that. 
Mr. Dunn. All right. Now, this bill 


Mr. Harris. He pulls out a letter and shows that notice, and that 


Nir. Tt N N. Yes, 

fr. Harris. Which serves the same purpose 

Mr. Dunn. But, as I said to Mr. Th ile. if I were a manufacturer I 
would want to know two things. Furst, 1 would want to know if this 
Wah | an autho. zed Inspectol ot the KDA, or somebody well, let 
us take an ¢ xtreme case—who is posing as ah Inspector and Is actua ly 
a representative ot one ol my competitol s: and, second, | would want 
to have a very explicit notice about this inspection within the term 
of the authority written by section 704. 

Mr. Harris. Y« ac appre ate that very much, and J am glad Lo 
have your clarification as you have developed it in the course of your 
testimony. I interpreted what you said a moment ago that it was 
the intention of the sponsors of this legislation to use the written 
notice as a device to identify the man so that the notice would serve 
the same purpose as his credentials. 

Mr. Dunn. Yes. 

Mr. Harris. Now, I am glad to see your further clarification in 
which you have, out of the wide background and experience you have 
had, advised this committee what we should do to clear up some of 
these problems. 

Now, the point in asking that question is this: Who would sign 
the written notice? Would it be the Inspector himself? Would 
sign it as the inspector, or for the Food and Drug Administration, 
or would it have to be a written notice signed by the Administrator 
of the Food and Drug Administration ¢ 
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Mr. Dunn. It would be signed by someone designated by the Ad- 
ministrator to do so. That would be the practice, I presume. 

Mr. Harris. I think it is pretty important that someone would have 
delegated to him that authority, or else some inspector would have 
to come to the Administrator in connection with every inspection. 

Now, would there be a form sent out by the Administrator to the 
various offices of the country? Just how would it be worked out? I 
think that is rather important. 

Mr. Dunn. To be perfectly frank, I am as much in the dark at 
the moment about the form of the notice of inspection as you are, and 
I believe it should be clarified. In other words, if I were a manu- 
facturer, as Mr. Hale pointed out, I would want a notice which shows 
the authority to make the inspection, is duly signed, and specifies what 
is to be inspected. 

Mr. Harris. I know that is what you said, and I agree. What I am 
trying to get at now is how is it going to be done under this proposed 
language ¢ 

Mr. Dunn. The manufacturers should know that the inspection is 
authorized. And if that is so, then the notice should be worked out 
to this effect. 

Mr. Harris. Yes; I appreciate all of that, as you have so clearly 
explained over and over; but the point is, and what we are trying 
to get from you is, how does this proposed language bring it about? 

Mr. Dunn. It does not bring it about in any specific detail. 

Mr. Harris. All right. I think that gets down to the point. 

Now, let me ask you this: Is not the problem here a result of a am- 
biguity in the act of 1939 wherein under section 704, inspection is per- 
missive, but under section 301, it is made a violation for the manufac- 
turers to refuse the inspector permission to enter and inspec t¢ 

Mr. Dunn. Well, my answer to that question is that, as I read sec- 
tion 704 and the scope of its authority, I see no ambiguity in it. 

Mr. Harris. Well, the supre me Court said so. 

Mr. Dunn. No. Th Mt was in another matter, which had nothing to 
do with the scope of the factory inspection authority granted by sec- 
tion 704. That was simp - ‘a question of whether section 301 canceled 
out the permissive authority in section 704. 

Mr. Harris. If that is not an ambiguity, I do not know the meaning 
of ambiguity. 

Mr. Dunn. Yes; of course that is an ambiguity, but an ambiguity in 
another area of section 301 (f) and section 704, which, taken together, 
constitute the factory inspection law. 

But, any ambiguity about the factory inspection authority conferred 
by section 704 or any excess of that authority has been created by ad- 
ministrative action and not by the act itself, in my judgment. 

Mr. Harris. Well, the problem we have here is the fact that 704 
provides for the entrance and inspection, with the permission of the 
owner, operator or ¢ do an thereof. 

Mr. Dunn. Yes. s 

Mr. Harris. Section 301 of the act makes the refusal to perm't 
entry and inspection, as authorized by section 704, a violation. 

Mr. Dunn. That is right. 

Mr. Harris. Now, that is the issue on which the Supreme Court 
decided this Cardiff case, is it not? 

Mr. Dunn. That is right. 
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Mr. Harris. Now, that is the problem you are trying to meet here, 
is it not? 

Mr. Dunn. Yes, you are trying to meet that problem here. But 
questions asked by the committee have gone f: ir beyond that problem 
by raising the ad li tion: al issues as to wh iether the notice p rovided | Vv 
Mr. Wolverton’s bill is sufficie ntly explicit and whdher the inspection 
authority itself should be spelled out more explicitly either in the act 
or in the committee’s report on the bill. 

I think that is about where it stands. 

Mr. Harris. I realize that. What I am trying to get at is to pin 

voint the issue we have before us. 

Mr. Dunn. You have only one issue. 

Mr. Harris. In other words, you want to strike out “after first mak 
ing request and obtaining permission of’—you want to strike that 
language out 

Mr. Dunn. All right. Then you want to strike out the permissive 
language on factory inspection and bring about a compulsory factory 
inspection. Is that not so? 

Mr. Dunn. That is true. Of course that is the whole issue. 

Mr. Harris. That is all, Mr. Chairman. 

Mr. Dunn. Now, I want to say this, Mr. Wolverton, before [ leave 
the stand, because we have gone over a lot of ground here this morn 
in: The food and pharmaceutic al manufacturers I represeit are l 
full sympathy with a compulsory factory inspection law in the Fed 
eral Food, Drugs and Cosmetics Act. It must be in the act, or it 


cannot be enforced. 
I should also say that in the past they have erage cooperated 
with the FDA in factory inspections; I should furth ‘say that in my 


observation in dealing with the Government piven nts in Wash- 
ington, I have personally found the FDA about as fair and efficient 
an administrative organization as we have here in Washington. ‘The 
problems that have been created by section 704 are the exceptional 
ones you have to deal with in writing this amendment of it by reason 
of the Cardiff decision. 

In aoe words, I am trying to be fair and broad here and to 
balance off the interest of the public welfare as well as the rights of 
the manufacturing industries, so that you have a clear reconciliation 
of both sides in this law that vi il] both accomplish the purposes ot 


the law and yet preserve the rights which are guaranteed by our 
free i rhe and the United States Constitution. 
The AIRMAN, Gentlemen. ther has bee a call of thi House, 


1 


but wPrioe we respond, I hope that we can finish with this witnes: 
It is the thought of the Chair that we will resume at 2 o’clock. There 
are a great many witnesses here and I would like to finish with this 
witness. Are there any further questions ? 

Mr. O’Hara. I have one more question. 

The Cuarrman. Mr. O'Hara. 

Mr. O'Hara. Mr. Dunn, do you not think that it is imperative una 
this notice be made more definite than it is in the language of the bill 
that is before us? 

Mr. Dunn. Yes, sir. 

Mr. O'Hara. That is all. 

Mr. Hesevton. Mr. Chairman. 

The CHarrman. Mr. Heselton. 








12 FOOD, DRUG, AND COSMETIC ACT 


Mr. Hesevron. I would like to pursue Mr. Harris’ questions one 
further. I notice that Mr. Justice Douglas raised the question as 


| at 
ether the Inspection ran to an individual Inspection or a series 


if inspections. I do not see anything in the language of the amend- 
t that makes it clear as to whether a notice is to run to a single 
r or is to rm definitely or to a series of inspections. Do 
vou fi mvthing in there to that effect ? 
Min [)y ‘ No. ‘J ol - is tor a pot mspection at the time 
‘ ot is pre } 
HY SELTON, It en) the ine e suggest | All tsay 
1 having 9 ( e to 
| Ol rt, 1] was for t rection of dried 
} ('ar tT « It ] ply oO norice reat ev wanted to 
‘ ‘ | pple { { tio} j re WA nothing in it it 
0 d that it 1 ld be » single mspect or a series of inspections. 


Mr. Donn. That should be made clear in the report of the com- 

1ittee or the amendment itself. 

Mr. Hesevron. That is all, Mr. Chairman. 

The CnHatrmMan. We have finished, then, with this witness. 

Mr. Dunn, we thank you for your appearance this morning and 
for giving us the benefit of your views, based on your knowledge and 
long experience. 

Mr. Dunn. Thank you, Mr. Chairman. 

The Cuarmman. We will restime at 2 o’clock. 

( Whereupon at 11:55 a. m., the committee took a recess until 2 
». m. of the same day.) 

APTERNOON SESSION 


he hearing was resumed at 2 p. m.) 

The CuarrMan. The committee will come to order. 

{ aim in receipt of a letter from the Secretary of Health, Education, 
and Welfare. She informs me that the Department will be repre- 
sented at this hearing by Mr. Parke M. Banta, the General Counsel, 
md Mr. C. W. Crawford, the Commissioner of Food and Drugs, who 
will be accompanied by William W. Goodrich, Assistant General 
Counsel, and George P. Larrick, Deputy Commissioner. 

We will first hear from Mr. Banta, the General Counsel. 


STATEMENT OF PARKE M. BANTA, GENERAL COUNSEL, DEPART- 
MENT OF HEALTH, EDUCATION, AND WELFARE 


Mr B ANTA, Mr. ( ‘*hairman and members of the committee, my hame 
s Parke M. Banta, and I am General Counsel of the Department. of 
Health, Education, and Welfare. The Secretary, Mrs. Hobby, has 
ked me toexpress to you orally—as she has already done in writing— 
ier great regret at being unable to meet with you personally at this 
time. She wishes me especially to convey to this committee her sense 
f the Importance of making clear in the Federal Food. Drug, and 
Cosmetic Act the essential factory inspection authority which was 
yenerally assumed to exist until the Supreme Court held otherwise 
last December in United States v. Cardiff (344 U.S. 174). As you 
, the need for prompt correction of this unforeseen deficiency in 


e la vas sti it e President ) his address on the state of 
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As a former Member of this House it gives 1 


ne great pieasure te 
ible to renew my acquaintance with my former colleagues and to meet 


those who have joined the House since I left. 

It is especially gratifying to come before this committee. Whenever 
} an ving conditions have created new problems il food and aru? law 
enforcement, or when legal interpret itions have disclosed weakne 





Wn the law, this committee has taken the lead é thenn y the | 

and eorrecting its weakness Every man, woman, dl « r 
country has cause to be erate | to th s committee fo. the competent 
and courageous manner in which it has carried out its responsibil 5 


in writing our pure food and drug 

It seems to me that the problem before your committee is primal ly 
a legal one. In the Cardiff case the Supreme Court ruled that t! 
provisions of the act, which until then had : re avs been thought to 
make it mandatory on the plant owner to admit the inspec tors of the 
Food and Drug Administration at reasonable times, were too uncer 
rain in their wording to stand as criminal law. More specifically, 
the court held that the provision of section 301 (f) ‘elves ib} iting the 
“refusal to permit entry or inspec tion as authorized by section 704, did 
not give fair and effective notice that a factory manager’s refusal 
to permit re was subje ct to pe naity, since section 704,” On 1ts 
face appeared to authorize such inspection only after first making 
request and obtaining permission. Two of the bills before this com- 
mittee, that is the chairman’s bill, H. R. 2769, and H. R. 3604, by 
Congressman Fogarty, would follow the Secretary’s suggestion, made 
in her letter of I ebruary 2 to the Speaker, to remove the ambiguity 
by striking out the am biguous phrase in seuiheld 704 relating to re 
quest and permission to enter and by substituting language which, 
in our opinion, would make clear that the presentation of a written 
notice of inspec ‘tion to the owner, operator, or custodian of the plant 
would entitle the inspector to proceed with the inspection. The 
iotice would, ot course, be presented during business hours at the 
time the inspector enters the plant. It would officially notify the 
firm that an inspection would be conducted. Refusal to permit entry 
or inspection would be a misdemeanor, as now provided in section 301 
(f) and 303 of the act. 

H. R. 3551, by Mrs. Sullivan, would correct the defect by trikin ig 
out the same phrase in section 704 and substituting language which 
would require { 


hel spector merely to exhibit appropriate redentials 
to the owner, operator, or custodian OF the Pp lant instead of handing 
via Written notice. 

I leave it to the committee to determine which of these solution 
Is prefer: able from the tee!mical point of view. The 1m] ortant thing 
is to make it clear that the Government has the essential authority 
to make these in pections, al d it seems to us that either of the two 
ipproaches to this matter would 2ecomptli h this end. We certain 
have no pride of authorsh pin this matter. 

In saying that inspection authority is essential, T should like to stress 
that, acta anding the Supreme Court dec sion, the very creat 


iajorit y of the more th in (ye. ) plants ind ware hous wi] ih ip 
food a drugs in interstate commerce have maintained their ual 
high tandards. Many of the lare t firms. and l aller one . nar 


written to the Food and Drug Administration pledging their co 
operation and inviting FDA inspection of the premises at any time 
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Great credit is due to our enlightened food and drug manufacturers 
and to their legal counsel for the support they have given consistently 
to laws which protect the honest businessman from dishonest competi- 
tion quite as much as they protect the consumer. ‘There are, how- 
ever, always those who are indifferent to the most essential demands 
of sanitation and fair dealing in the preparation of these products. 
It is these who give rise to the major part of the enforcement problem, 
and they can be checked only if we have the authority for inspection 
of their plants. This has been so well expressed by an editorial in a 
leading Food industry newspaper, the Food Field Reporter, that I 
should like to quote from it. 

On the whole, America’s food supply is above suspicion from the standpoint of 
sanitation. This is a condition of which the food industries may feel very 
proud, but it did not just hé ippe n. Rather, it came about by dint of hard work, 
considerable expenditure in plant improvement, and healthy prodding by FDA 
over the years 

We can think of no reputable food processors who would willingly turn back 
the clock to the backroom days when sanitation, if practiced at all, was merely 
coincidental to the whole plant operation. We sympathize with the feeling of 
some that we have had enough of “Government snooping” and that the industry 
can police itself. 

However, it scarcely can be argued that those who will deliberately debase 
their food products or knowingly pack and ship from insanitary plants will be 
interested in self-policing. 

Commissioner Crawford and Mr. Larrick of the Food and Drug 
Administration, and Mr. Goodrich, Assistant General Counsel, are 
here to give the committee the essential facts and details which show 
why this amendment is vital to continued effective and economical 
enforcement of the Federal Food, Drug, and Cosmetic Act. 

Thank you, = Chairman. 

The CuHarrMan. Any questions, gentlemen ¢ 

Before the cubtiualne starts, may I inquire from Mr. Banta: 

I understand it is the intention that others from the Department 
will testify with respect to detailed matters of enforcement. 

Mr. Banta. They are available. Mr. Crawford, who is the Com- 
missioner of Food and Drugs, is available to testify on what the effect 
of the Cardiff case decision has been, or seems to be, and then to give the 
committee the benefit of his experience with respect to not only the 
manner in which the act was administered since its 1938 or 1939 adop- 
tion up to the time of the Cardiff case, but also what the Administra- 
tion would in general propose to do if and when the act is amended 
as suggested by these bills. 

The CyHarrman. I asked the question because I understood that it 
was your purpose to speak in this general way as to the attitude of the 
Department, but the details with reference to enforcement would be 
in the statement of Mr. Crawford, who has had many years of 
experience. 

Mr. Banta. These men, Mr. Chairman, who are here, are quite 
experienced. Mr. Crawford, as the Commissioner, of course has had 
many years of experience. Mr. Goodrich, the Assistant General Coun- 
sel, has had a good many years of experience in this particular field as 

. lawyer in the General Counsel’s Office. And they are competent, I 
am sure, to give the committee detailed information and answer any 
questions which they might ask. 

Mr. O'Hara. Might I ask, Mr. Chairman: Are each of them going 
to testify ? 
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Mr. Banta. There is only one who has a prepared statement and w he 
proposes to testify. Mr. Goodrich, the Assistant General Counsel, i 
here, so that he may be available for any questions which the com 
mittee might desires to ask of him, and so also is Mr, Larrick. But 
the written statement and the principal presentation will be by Mr. 
Crawford, the Commissioner. 

The CHARMAN. Any questions ? 

Mr. O'Hara? 

Mr. O’Hara. I would like to ask one question. I will probably ask 
more of Mr. Crawford. 

Mr. Banta, just what is the form of notice that is intended b; 
this bill? As I understand it, this bill, 2769, was drawn by your 
Department. 

Mr. Banta. Mr. O'Hara, I don’t believe that the actual form of 
notice has ever been completely considered to the point where we 
could say just what it is. 

It is my understanding that in conference with representatives of the 
industries it was concluded, by agreement reached in conferences, that 
some form of notice would be preferable to merely showing the owner 
or custodian or manager-operator just the credentials which all food 
and drug inspectors carry. He might, for example, hand the notice to 
a person who was down the line, or in doing that, say, “Take it up to 
the owner,” or “The president,” or whoever was there at the time. The 
form of the notice, I think, was never completely agreed upon as to just 
what it should contain. 

Mr. O’Hara. Now, Mr. Banta, do you not think that merely the 
requirement of the notice as is provided in two of these bills, is in 
sufficient; it merely requiring that the inspector, after first giving 
written notice, without identification actually of the person so hand 
ing the alleged notice to the owner, operator or custodian—I mean 
there is no identification of the fact that he does represent them. 
And it removes what he had to do before, namely, to identify himself, 
give the identification. 

Mr. Bana. | don’t think it removes what he had to do before. | 
am not aware of that. I think, of course, if I were the inspector and 
I came to your plant, Mr. O’Hara, with a notice of whatever kind 
might have been provided administratively as to content, I certainly 
would identify myself by presenting my credentials, identifying mj 
self as the person representing Food and Drug, and the notice 
would be provided to you in conformity with this amendment; and 
if I did not do that, you certainly would want to and be privileged 
to ask me who I represent, and to prove to your satisfaction that I] 
was a person entitled to give the notice. 

Mr. O'Hara. I know. I am not trying to be captious, I asure you. 
I think this is a very serious matter, Mr. Banta, and I am approach 
ing it from that viewpoint. 

Mr. Banta. Yes, I understand that. 

Mr. O’Hara. I believe just as you do, that there should be all 
kinds of inspections at any time Food and Drug feels it is reasonably 
necessary to do so. But we are involving people who are going to 
be possibly sent to jail or will be subject to fines or imprisonment 
and maybe put out of Saiiaeee as a result of this. So I am concerned 
about a reasonable safeguard as to this operation. 

34455—53——4 
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Now, I find nothing under 704 with this amendment which would 


require the person alleging to be an inspector to show his credentials, 
All he has got to do is to give a written notice. I think it is a serious 
natter, if a competitor \ nite | to learn the knov how of another 
ompetitor—it would be a subterfuge for him to find that out. 
Would that not be true? Without some positive identification. 

J t take this notice that has not been worked out yet. Who is 

o to sign the notice? You? The Administrator? 
Mr. Banta. The Inspec tor is gon * to sion it. 


Mr. O'Hara. Well, practi illv he would have to. Because the 


voing from town to town. 


vector 1s In the field, and he is 

Mr. Bawnra. Otherwise the administrative machinery would be 

o slowed up that the inspection we ild become a nullity because of 
he time that would el ipse. 
Mr. O'Hara. Now, is this notice voing to have attached to it a seal 
the Food and Drue Department, or something otlicial, that shows 
not just a piece of paper that has been printed, where somebody 
isking for an inspection / 
Mr. Banta. No, no, I would not think it would have to be sealed. 
Che factory owner or the person on whom this notice is served, would 
certainly be privileged to require ample identification of the person 
who signed that notice. And, you see, there is no change made in 
this section, except to substitute for language which was permissive 
anguage which is now compulsory. And since 1939, these people have 
een operating, and they have been inspecting, and there has been no 
case interpretative of their right to do it, even on a compulsory basis, 
until we got the Cardiff case, in December 1952. So there has not been 
any oreat imposit on, surely, on people, during these years, with no 
litigation challenging their right to do it, from the time this act was 
effective in 1939. 

Mr. O'Hara. That statement may be true, Mr. Banta. And I do 
not know that anyone has challenged the right to make the inspection. 
i I know some of them have challenged what the inspector does 
er he vers in there 2 hich becomes a very serious matter. 

Mr. Banta. Yes. That may well be. 

Mr. O'Hara. So I think what we had better do is to nail this thing 
lown as definitely as you can, unless you want another Cardiff case 
out of this. 

That is all, Mr. Chairman. 

The Ciairnman. Mr. Hale. 

Mr. Hare. Mr. Banta, along the same lines as what Mr. O'Hara was 
saying, I feel very strongly myself, and I am sure the other members 
i the committee do, that the Food and Drug Administration should 
have complete and adequat » powers of inspection, and that the state 
of the law as disclosed by the Cardiff decision should be remedied. 

T think everybody has agreed that whatever inspector comes into a 
lant should furnish credentials. 

There is considerable question in my mind as to whether he should 
be required to give any notice at all. The Federal bank examiners, 

hen they go into a national bank, do not have to give written notice, 
lo they ? 

Mr. Banta. I think they do not. 

Mr. Hare. What happens, as I understand it, is that some Mon- 
lay, Tuesday, Wednesday, Thursday, or Friday morning 


’ 


ii 





4 


somebody 
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walks into the bank and goes up, I suppose, to the president, she 
his credentials, and says, “Now, we are going to make an examination 
of your bank.” And that is all there is to me ie you think we ould 
have some such situation in the food and drug field ¢ 

Mr. Banta, I think it would be perfectly all right. I think, base 


upon the information I have, Mr. Hale, that certain representatives of 
the industries involved felt that there should be at least some w) 
ten notice, which the person to whom t was handed might 

his superior, or at least have some record of the fact that there was a 


notice or a document that stated to the manager, “Now we are 
to inspect today,” or “Weare going to begin Inspe tion tod i.” son 
thing in addition to—I won't Say credentials, but 1 will sav some 
thing in addition to what the food and drug inspector carried to ide 

tify himself and show his authority. 

Mr. Hare. There are two questions in my mind. In the first place, 
whether the law should require any, what vou might call, ground for 
suspicion on the part of the inspector, analogous to the search-and 
seizure provision of the criminal law, and, secondly, whether there 
should be any requirement of notice at ell. The way I feel at the mo 
ment, very offhand, is that there should not be any requirement of 
written notice, so long as the inspector has reasonable ground to believe 
that there is a violation of the law. Possibly he should go before a 
magistrate and get a warrant based on reasonable grounds to believe, 
or something of that kind. 

Mr. Banta. Well, based on the little look I have had at it, it is not 
quite as simple as that. There might be some question as to whether or 
not the inspector himself falls in the category of a law-enforcement 
ollicer. 

Mr. Harr. Well, of course, he is. 

Mr. Banra. Well, he is gathering information. ‘The Department 
of Justice handles all the criminal cases upon reports of evidence ft 
nished by inspectors. 

Mr. Hate. When you speak of “a law-enforeement officer.” mia? be 
that is a question of nomenclature, and it may be a question of nom 
clature as to whether a Federal bank officer is a law-enforcement office 
but he is certainly necessary to the enforcement of the law. 

Mr. Banta. Well, he doesn’t have to have a search warrant to go 
into the bank. The bank examiner doesn’t have to have a search wat 
rant. Nobody has ever suggested that he should have to have that. 

Mr. Hate. When he goes into a national bank, he does not have any 


I 


al 
1 
} 
i 


suspicion of the bank. He is just going as a routine matter to perform 
an audit. And, of course, the very essence of the bank examination is 
that they will do it any old time, and when it is least expected. 

If you gave 30 days’ notice to a national bank that they were going 
to be examined, and there was anything crooked, they could fix every 
thing up in great shape. 

Mr. Bana. Well, if we went to a magistrate and made application 
for a writ, assuming that the magistrate could have authority to issue 
one to us on the theory that we were enforcement officers, and there 
might be some question arising as to that, we might not accomplish 
anything by our inspection by the time we got there with our writ. All 
things that we might have seen that would be for us to see might have 
been cleared up. 
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Mr. Hate. Of course, we have got to protect the manufacturer and 
the processor and the dealer and what not from vexatious or mischie- 
vous inspections, or inspections which are designed to help competitors 
and not as a bona fide enforcement of the law. 

Mr. Banva. Of course, we are charged, Mr. Hale, with the duty of 
making inspections for the purpose of preventing improper food and 
unsafe food and drugs from getting into interstate commerce. We 
have no right to help any competitor of a business. 

There are some penalties for our inspectors provided in the act 
for doing that. And, of course, the matter resolves itself into what 
we all know to be a fact, that no law will be any better than the people 
who administer it. And the people who administer it could be bad, 
and you would get a bad result from a good law. The people who 
administer it could be good, and you will get a good result from a 
law that is not so good. 

The question arises: Shall we inspect for the purpose that the Food 
and Drug Administration is designed to accomplish? Shall we have 
the right to do it? And if so, we can’t very well be shackled with 
the procedure that would be involved in going to a magistrate and 
saying in advance that, “We have probable cause to believe that fac- 
tory A is unsanitary,” or “That it is putting out merchandise unfit 
for human consumption.” We might not even know it. We might 
not even be able to make our case before the magistrate. 

Mr. Hare. I myself do not see anything to be gained by this re- 
quirement of a written notice. 

Mr. Banta. Well, I don’t know that there is anything to be gained. 

Mr. Hate. Whether or not one of your inspectors should walk into 
a sausage factory the way a bank examiner walks into a national bank 
is something as to which I am genuinely in doubt at the moment, but 
I think there is at least an argument for saying that he should. 

Mr. Banta. Well, I think it is entirely optional with this com- 
mittee and the Congress as to whether that be a written notice or 
whether it be simply upon presentation of credentials, or both. 

Mr. Hare. That is all, Mr. Chairman. 

Mr. Bennerr. Mr. Chairman? 

The Cuarrman. Mr. Bennett. 

Mr. Bennett. Mr. Banta, what do you think about the language 
in 704 as it relates to whom the notice of inspec tion should be given, 
in view of this proposed modification authorizing inspections 4 

Mr. Banta. Well, Mr. Bennett, of course that is exactly the lan 
guage that is contained in the present section. I noted this morning 
your consideration with Mr. Dunn and your expression of feeling 
that since we were making it compulsory it ought to be at least suffi- 
cient to prevent our people from giving a notice to a janitor. 

Now, I woul | interpret the custodian or the words “operator and 
custodian” to actually mean the people found in charge of the factory 

r plant; not just a janitor or someone down the line, who would be 
within! authority. And I think that would be the only reasonable 
interpretation that an administrator of this department could put 
upon it. The owner might live away, might not be there at all. So 
who would be in charge? He might be C alled an operator. He 
might be called a superintendent. He might be called a custodian. 
But the purpose of that undoubtedly is to see to it that it goes to the 
person found in charge of the property. 
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Mr. Bennert. I think that is a logical explanation. But do you 
not believe that something like that ought to be in this bill? 

Mr. Banta. Well, only if you think that interpretation is poor. 
Only if you think those words are not subject to that interpretation. 

Mr. Bennert. I am thinking of this, that heretofore a plant owner 
had something to say about whether his plant was to be inspected. 
Now you are taking that away from him. And I personally believe 
it is a proper proc edure to follow. But I think that an owner of a 
plant ought to be informed as to whether his plant is going to be 
inspected ; or some responsible person in charge. Because it is not the 
fact that an inspection is going to be made that is important to the 
owner particularly, but it is the kind of an inspection that is going 
to be made. It seems to me in any case the owner ought to know 
that an inspection is going to be made, so that he or someone repre- 
senting him can be with the inspector when he is touring the plant. 

Mr. Banta. Well, in most instances these plants will be owned 
corporations. 

Mr. Bennett. I do not think this language “owner, operator, or 
custodian” is proper. It seems to me that that language is so loose 
that it could be interpreted to mean even the janitor of the plant. 

Mr. Banta. Well, I think that would be a pretty ridiculous inter- 
pretation. But if the committee should feel that it is so loose that it 
could be actually misinterpreted, there certainly could be no objection 
on the part of the Food and Drug Administration that it be so written, 
provided it was not written to the point where the person named 
could avoid getting the notice simply by not being available. 

Mr. Bennerr. I just meant that the responsible person should be 
designated in the statute, not by name but by a description of his 
responsibility in the plant; that he be informed that the inspection 
is going to be made, so that he might have an opportunity to protect 
his own interest as he sees fit. 

Mr. Banta. Well, would it meet with your approval, or would 
you think we had properly described it, if we left out the word 
“eustodian”? Would you have enough then? When you begin to 
describe the responsible person, you might have names given that 
would not seem to fit your statute; unless you are authorized to inter- 
pret it. You might not find a responsible person. You might find 
somebody passing the buck, saying, “Well, it is not me. The owner 
is not here. No, I am not the operator.” 

Mr. Bennett. I would leave out the word “operator,” if I were to 
rewrite it, and deal with the owner of the plant or his duly authorized 
representative in charge of the factory or plant at the time the inspec- 
tion was going to be made. 

Mr. Banta. Of course, that is the interpretation I would put on 
these words, myself. 

Mr. Bennett. Pardon? 

Mr. Banta. That is the interpretation I would put on these words, 
myself. 

Mr. O’Hara. Would the gentleman yield? 

Mr. Bennett. Yes. 

Mr. O’Hara. Mr. Banta, in all seriousness, this is one of the charges 
I have heard made: that a certain inspector of food and drugs came 
to a factory, and there was somebody standing outside the factory. 
He was not actually operating. It was in the nighttime. Somebody 


oe 
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was standing around there, and he made a demand to inspect the 
factory, and the fellow said, “It is all right with me.” 

He turned out to be a bystander. 

The Inspector went 1n and proceeded to get into the plant and fol 
lowed up with a prosecution. And I never heard that the Food and 
Drug Administration denied that that was not good service or notice 
tothe owner. Whether those facts are supported by evidence, I do not 
know, but that is the story that I get, and that Food and Drug prose- 


cuted on it. 


Now, it illustrates only the importance of what is concerning some 

of us as to this form of notice and who it is going to be handed to. 
Mr. SPRINGER Will the ventlemai yield ¢ 

seems to me that the real importance of the notice. Take land 

nd tenant. and you are d ine her nha way what you are doing 

incl Lat If you do ne rive the mgnt perso notice, vou have no 


= this man walks up and, as Mr. O’Hara points out, without 


ritten notice, just serves notice by his credentials that he is 
ike an inspection. There might be a dispute over his cre- 


tials. There might be a dispute over several things, as to whether 
e right party or not. 
B etually when he gives the notice and keeps a copy of it fon 
l lf, ye Live ( ‘ | Vine that served i i 
You served Mr. John Jones. whoever he was. If vou served thi 
right person, you ha @Qa case. If you ad al hot, ou do hot hav - a 
( But | think ve i are going to get into all kinds of trouble if you 
do not oive th [ notice, bec use you will eet inte disputes as to who 
you ad «| erve. The I v have b el oO! pe le sta ding the re. 
Mi B NTA ] thi M Spl nvel Vol el l ly right We 
wo l I niv hav to shov ve ha rved the right per Ul 
notice in order to h ’ 
Mr. Sprincer. All right Now. vou are going to eliminate, are 
vou not, all cases of a hearsay proposition’ I think the Department 
Justice is going to be able to know by making inspection of then 
Doo} and records in the State capital at least that you had served 
the officer who wv s in charge of the plant. 


Mr. Banta. Well, not neces arily, You know, the United States 
Marshal, when he serves a writ, does not have to find the officer. 
He serves the person in charge, and that is it. 

Mr. Springer. I think he has to serve an agent of the corporation, 
does he not ? 

Mr. Banra. Well, yes. 

Mr. Springer. He has to serve an agent. If you clarify it by saying 
that he has to serve an agent, that is a different thing. 

Mr. Banta. He goes in, and whoever he finds in charge of the office, 
he leaves the writ there, and he makes his return showing that he 
served John Jones, or Parke Banta, who was in charge of the office 
at the time. 

Mr. Sprincer. I think the statute reads that it should be an agent 
of the corporation. Is that not the Federal statute? An officer or an 
agent of the corporation ? 

Mr. Banta. I think it goes further than that. I think it is “or the 
person in charge.” 
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Mir. SpRincer. However, it seems to me that does have considerable 
merit in protecting the person in charge of the plant, and also your 
own rights in case of prosecution as to whether you have a good case, 
whether you ever go to trial. Because I think it is going to hinge 
around whether you ever gave the person notice who was responsible 
under the statute. lt just Is a pure question of evidence, and it is 
cuiranteeine the rights of hoth parties as a question of proof, 

Mr. Banra. I think you are entirely right, Mr. Springer, and I 
think that, of itself, somewhat gives assurance. It is a matter of 
proof. If we served a worker in there or a bystander, we would not 
be serving the custodian or the opt rator or the owner. 


Mr. Sperincer. It just occurred to me, from what has been said here 


by the gentleman that preceded me, that there certainly would be Wie 
cLut\ | do hot knovy lust hat It Wol ld be. but il look to me ke it 
! lu ) ne } i ( LO } ike me ( 
to Who 1s in charge of it I think that o x to be ano r ( 
of evidence, the matter of, “Did he make a Inquiry of the ot 

people in this, that were in custo Ly . 

I ere may have been 2or sd people that were Ih chan re, But it 
oO irs ton it would be in mbent on the hspector to make some Kind 
of an examination as to who is In charge. 

ow, t » question of the serving of the notice, it seems to me, be 
Cones ii} ortatit b use he micht inquire among’ several people be 


fore he found the right person to serve. 
Mir. Banta. He certainly might. And when he found the person in 
ge, he would leave a copy and note on his record with whom he had 
Mr. By N NETT. I th nk the person who would be around to serve 
would depend upon when the inspection was made. Now, the st 


+] : te 1] : 7 
uses the langwuage that inspection shal] be made at reasonable times. 


If the factory operates on a daytim« hift, it ceases operatio}l t, Say, 
5 o'clock in the afternoon. Let us Say the inspector come aroun 
at 7 o’clock in the evening. I do not know whether that would be 
) ! la res ahl j ry 
CC aered a reasonable time or not. 
Mr. Ban'ra. I wouldn’t so consider it 
\ 


‘ir. Bennerr. Well, there is no explanatory language that says 
whut is reasonable. 

Mr. Banta. Oh, no. But we have many statutes that make no ex- 
planation of that. 

Mr. Bennerr. Does the Federal Security Agency have regulations 
as to what a reasonable time means ? 

Mr. BAN PA, No. 

Mr. Bennerr. Then it means whatever the fellow that is making 
the mspections says it means, does it not ? 

Mr. Banra. There certainly must be some curb on that. As Mr. 
Dunn said, there is always some opportunity to appeal to the court 
for any unreasonable conduct. 

Mr. Bennerr. You have a certain idea of what a reasonable time is 
If that was in the form of a regulation that the inspectors could be 
governed by, that is one thing. But if it is not, what is reasonable to 
vou and what is reasonable to an inspector might be an entirely dif 
ferent thing. 

Mr. Banra. That is true. But the books are rather full of what 
constitutes a reasonable time for various types of Government Inspec 
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tions and things of that sort. And one couldn’t say that inspecting a 
plant that is closed down at night with nobody around was an inspec- 
tion at a reasonable time. 

Mr. Bennerr. You would have a custodian there at night; would 
you not 4 

Mr. Banta. I wouldn’t consider that you had a custodian, beyond 
perhaps a watchman. 

Mr. Bennetr. What would you call the man in charge of the plant 
ufter it closed down for the day ? 

Mr. Banta. I would probably consider him a watchman. 

Mr. Bennerr. And what would you consider a custodian ? 

Mr. Banta. Well, I would say the man in charge of the plant at the 
time it was in operation, at a reasonable time of inspecting it. I would 
not call the night watchman the custodian of the property. I would 
never interpret this section that way. 

Mr. Bennerr. You would consider the custodian the man who was 
there during the day ? 

Mr. Bawa. I would say the man in charge of the plant while it was 
in operation, in reasonable working hours, and when they were in 
operation. That is how I would interpret the word “custodian” in 
this particular section, Mr. Bennett. 

Mr. Bennerr. What would the operator be doing? 

Mr. Banta. Well, since we are using “owner, operator, or custo- 
dian,” I would say that if you had an operator there, you wouldn’t 
have a custodian, in the language of this statute. You would have 
one or the other. 

I think that word is merely to say that you would take the owner 
if he was there; if there was an operator and no owner, you would 
take him: and if you were told that, “Well, the owner is not here and 
the operator is not here, but the man over there is in charge,” you 
would give your notice to the man in charge, on the theory that you 
could so interpret the word “custodian” and give him the notice. 

Mr. Bennett. That is all. 

The Cuarrman. Mr. Beamer? 

Before you proceed, will you, Mr. Clerk, bring me the volume of 
Words and Phrases that includes the word “custodian” ? 

Mr. Beamer. Mr. Banta, I find the first sentence in the second para- 
graph on the second page of your statement reads: 

It seems to me that the problem before your committee is primarily a legal one. 


If I were to read that, I would not qualify with the questions I am 
going to ask, because I am not an attorney. 

Mr. Banta. Well, that might not be exactly the problem that is be- 
fore this committee, either. I wondered if it was. Because, after all, 
it seemed that there is a matter of ethics in this. 

Mr. Banta. A matter of what? 

Mr. Beamer. You can call it ethics, or proper procedure, or fair 
play. 

May I ask the question, following the questions that Mr. Bennett 
has produces ; Suppose that by whatever process the inspector has 
entered the plant, he makes an inspection. Does he send a report back 
to the FDA? 

Mr. Banta. Yes; he makes a report. 

Mr. Beamer. Immediately, perhaps, or within a reasonable time? 

Mr. Banta. Yes, he makes a report. 
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Mr. Beamer. Do you feel that perhaps the owner of the plant is 
entitled to know what is in that report? Do you think it would be of 
advantage and a fair thing for him like ae to know ¢ 

Mr. BANTA. Well, he should know, and | » should | e entitled to 
known generally what is in that report. M: sabe specific sity, L don't 
know whether he should always know exactly what the inspector said 
ornot. Things might be found there that the inspector might want to 
talk to his own boss about a little differently than the way he talked 
to the owner. 

Mr. Beamer. Is it not true that practically all factories want fa 
tory inspection ; that they welcome it / 

Mr. Banva. I think they do. And I think the rule has been for the 
inspector, after he has concluded his inspection, to sit down with the 
owner, operator, or custodian, or the peop yle who are in ¢ harge of that 
operation, and discuss the thing with them, and tell them what they 
think they have found, if it is good, and what they think they hav 
found, if it is not so good. 

Mr. Beamer. I think you touched on a vital point, Mr. Banta. 
After all, does not this Government with its various agencies exist 
not for the purpose of prosecution of the good man, the man wh ) is 
trying to do a good job, but to help him if he is making a mistake 

"Mr. Banta. I think that is right. 

Mr. Beamer. By that token, “would i it not seem only fair that the 
owner whose plant has been inspected ous l know what the inspector 
has found ? 

Mr. Banta. Yes. Generally, I would say “Yes.” Specifi cally, I 
might say he might have found something. There might be something 
he would find that he might want to tell his boss, that he might not 
think it was appropriate to tell the owner at the time. I do not know 
whether that is true or not, Mr. Beamer. There is sometimes a little 
confidential relationship between boss and worker. 

Mr. Beamer. I suspect he could write a special letter in addition to 
his report, if he wanted to tell that, could he not / 

Mr. Banta. I would think he could. 

Mr. Beamer. I go further. Suppose, then, that he requests or 
recommends a seizure of certain products of that plant, wherever they 
may be, in warehouses throughout the country, and tests are made. 
Do you think there again it might be fair that ‘the owner of such fa 
tory would be given a chance to have a sample of the same product 
from the same source ? 

Mr. Banta. Yes, I think it would be fair for him to have it. 

Mr. Beamer. And that also this owner would have an opportunity 
us soon as such a test is made or analysis is made; that he could have a 
copy of it? Is it not true that practically every manufacturer wants 
to improve his product, and he wants to know if there is something 
wrong with it? 

Mr. Banta. I understand that is absolutely true. 

Mr. Beamer. Could not the FDA inspectors render a very valuable 
service to the manufacturers in that respect ¢ 

Mr. Banta. I understand that is true, Mr. Beamer. I know of no 
reason why they should not. 

Mr. Beamer. Is there anything in the legislation as it now stands 
or as it is proposed that would provide for that service? 
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Mr. Banta. No; I don’t think there is. I don’t think there is any- 
thing that would require the Food and Drug Administration actu- 
ally to give it to them. And I do not know whether their practice 
has been to withhold it or not, upon request. 

Mr. Beamer. Well, I doubt if they would hold it. It is just as I 
understand, that there is no provision made to give it to them. 

Mr. Banta. I think that is right. 

Mr. Beamer. May I ask this: Have any manufacturers requested 
opiles ¢ f the i spectors’ reports ¢ 

Mr. Banra. That I wouldn’t know. I am entirely too new. You 
might ha e your questior inswered night how y tl e othe gentle 
men. 

Mr. Beamer. Well, I just wanted to ask one last question on this 
particular thing. 

How much ot this would you, as an attori ey, recommend be w ritten 
into the legislation ? 

This morning the suggestion was made that it be written into the 
report of the committee. You have helped to write the law. That is 
the reason I ask. 

Mr. Banra. Well, I don’t know. It is my understanding, Mr. 
sean er, that the representatives of the Indu try that have worked 
with the Food and Drug Administration and the Office of the General 
Counsel assigned to Food and Drug Administration have spent a 
good deal of time on the problem of how much could be spelled out. 
And probably both the Food and Drug Administration and the rep- 
resentatives of the industry would like to have it spelled out specif- 
ically, if it were not a kind of, well, insurmountable task, without 
getting into too much detail, and getting a very involved statute. 
Mir. Beanrer. Well, the reason I am asking this is twofold. First 
of all, protection to the consumer; and secondly, to maintain, shall 
we say, a rep itation for this ver excellent agei cy. 

Suppose the age cy, through its inspectors, does require a repu- 
tat n that is not tor food. Can we conceive that perhaps by cooper 
ition with the manufacturer, they will maintain a higher standard 
ind a higher reputation? That is so important with inspectors of 
the Food Division. 

Mr. Banta. Of course, it has been my impression that there has 
been pretty eood publie relations, and pretty gor d relations, between 
the dustry representatives, the industries themselves, and Food 
ind Drug. — 

Mr. Beamer. Have you found, in your brief experience, whether or 
not the manufacturers are a little bit afraid of your inspectors when 
they come into the plant? 

Mr. Banra. Well, no: I haven’t heard of it thus far. I haven't 


heard of it thus far. I heard a little of it this morning, when there 
was a suggestion that maybe we ought not to go at all beyond the 
tual wording 


Mr. Beamer. Would you think that would be a good token or a good 
indication that the people themselves are afraid of inspectors? 
Should they welcome the inspector, or should they be afraid of him? 

Mr. Banta. Well, they should welcome him. The fellow who is 
doing a good job should not be afraid of the inspector, and the fellow 
who wants to do a good job should not be afraid of the inspector. 
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Mr. Beamer. Iam talking of the small man, who cannot afford to go 
out and defend a suit. 

Mr. BANTA. Well. he should not object to inspection. 

Mr. Beamer. If the inspector will give him the information that, 
perchance tells him where he is doing something wrong. 

I am coming back again to that same point. 

Mr. Bana. It has been my understanding that they do tell him 
what it is. I would see nothing wrong administratively with pre- 
paring some kind of form or list of things that have been done, and 
checking them off: like, for e xample, the ] eople who examine for the 
fire underwriters, who make fire insurance i ‘ctions. They give you 

check list as to what in your building 1 is a fire hazard, and what the 
change of rates would be, and they give vou a check list on it. There 
are some others, perh: ips, that do. I see nothir vy wrol o about furnish 
ing the person inspected with not only that kind of Inspection but 
other information, more detailed information, if he wants it. 

Mr. Bramer. I am glad to hear that. 

! think we will not pursue this any further, Mr. Chairman. 

Thank you. 

The CHarrmMan, Mr. Harris 

Mr. Harris. Mr. Banta, I have been quite interested in your testi 
mony here on the basic prob em we ha which is a result of the deci 
sion of the Suprel ie Court in the ¢ ‘ardiff case. 

Now, ordinarily, when you approach a problem centrally, as we 
have here, it become sa simple problem: but if we include those other 


} : * 
things, or what we mean or what we do not mea , then do I unde 


stand that we vet into technicalities ind raise a lot of que tions ¢ 


Mr. Banra. It gets pretty involved, Mr. Harris. 

Mr. Harrts. What concerned me, though, about that apparently 
simple approach to it, which I] believe you suid was worked out between 
representatives o1 the Food and Drue Agency and the manufa 


Mr. Banta. Various representatives of the industry. 
Mi Harris. And from these associations, you came up with I 11S 


ver s imple extens on of the act, or at least amendment of the act ¢ 
\Er. BAN 1. Yes, just a substitution of words, actually. 
Mr. Harris. Ws ir 1] ww it is a substitution of words, but that is 


the thing I raise the ie ion on. 
Now, if this becomes a part of the statute itself, is it not a fact that, 
under the veneral rule of law, the written notice gviven then must be 


reasonable ¢ 


Mr. BANTA. You mean the time ¢ 

Mr. Harris. Yes. 

Mr. Banta. The length of time? 

Mr. Harris. Yes. 

Mr. Banta. I don’t think it would be anything except immediate 
inspection after the notice. 

Mr. Harris. That is what we were told this morning. But as a 
matter of law, if it says that written notice shall be given for such 
and such a thing, then would it not have to become a reasonable notice? 

Mr. Banta. Our lawyer who testified this morning suggested that 
the committee, in its report, interpret that, if I understood him cor- 

rectly. 
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Mr. Harris. Well, I raise the question whether or not the statement 
in a committee report can change the general rule of law. 

And I am asking you to clarify it in my mind. 

Mr. Banra. Well, I don’t think I can do that completely. 

I believe that if your committee report contained the language sug- 
gested by Mr. Dunn, which e ‘learly indicated that it was the intention 
of Congress that the notice should be given and the inspector should 
proceed immediately, then I think you would find judicial support 
In your interpretation of that. 

Mr. Harris. Would you agree with me if we just say that written 
notice is to be given on some matter, then if there is a question raised 
as to the reasonableness of the notice, the court would determine what 
Was reasonable. Is that true, or not ? 

Mr. Banva. Of course, we can get pretty far afield there in deter 
mining what was the purpose of the notice. Reasonable notice to 
evict a tenant meen have to be longer than reasonable notice to deter 
mine whether or not you are about to commit a crime or whether you 
are voing to ae into interstate commerce something that ought not 
to go into interstate commerce. 

Mr. Harris. That is the point I raised. You have not cleared my 
mind on what is the purpose of this notice. 

Mr. Banta. The purpose of the notice is to bring about immediate 
inspection of the plant. 

Mr. Hae. Why does not one of the inspectors just go up to the 
owner, operator, or custodian and say, “Mister, I am going to inspect 
your plant”? 

Mr, Banta. Well, Mr. Hale, that is what we are doing, in fact; 
and, of course, your questions have indicated that you think the notice 
is completely unnecessary, and that all he should have is credentials, 
like the bank examiner, or that he ought to do something entirely 
different, namely, ap ply to the magistrate for a search warrant, and 
take the time involved in getting that, and make his case, and go after 
it. The latter pr ocedure would completely destroy the usefulness 
of the law and the inspection. At least, I think it would. 

Mr. Harris. That is all, Mr. Chairman. 

The Cuarrman. For the purpose of the record, in case anyone 
should inquire as to the meaning of the word “custodian,” I would 
say that in this particular dictionary “custodian” is a noun, defined 
as “one who has care or custody, as of some public building, a keeper, 
a guardian, warden, protector.” 

Mr. Heselton ? 

Mr. Hrseiron. Mr. Banta, I have before me a statement to the 
effect that pasic policy of the Food and Drug Administration is to 
encourage maximum voluntary compliance. It says that one way, and 
a very Seciardiae way, of accomplishing this, is the conversations 
between inspectors and management upon the completion of the in- 
spection. The inspector points out those conditions he has observed 
which on the basis of his knowledge and experience he believes are 
likely to result in violation, Usually the management takes prompt 
steps to correct the situation. Exceptions to the practice of frankly 
discussing such questions with management are made only when there 
are good reasons to suspect deliberate and intentional violations. In 
some of the cases involved in the racketeer-type operator, a full dis- 
cussion of these would frustrate legal action. 
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If that is a policy and a well-established policy of the administra- 
tion, would it not occur to you that it might be well, in connection with 
any legislation that we report out, that the committee migh make 
reference to that specifically and indicate that that is the type of 
cooperation the committee believes in? 

Mr. Banta. It would be perfectly all right to do it. As I under- 
stand it, that is the policy, and it has existed a rather long time. 

Mr. Hesevron. That is all, Mr. Chairman. 

The Cuarrman. Mr. Pelly? 

Mr. Peciy. I was wondering: You are familiar with the Cardiff 
case? Have you read the testimony of that case ? 

Mr. Banta. No, I have not read the testimony. I have read the 
opinion, Mr. Pelly. 

Mr. Petty. Then I will wait for some other witness, Mr. Chairman, 
and ask the question I have in mind. 

The Cuainman. Mr. Younger. 

Mr. Youncer. Mr. Banta, is it customary to inspect plants regu- 
larly? Or just when you have some suspicion or knowledge that there 
is something wrong, some wrongdoing going on? 

Mr. Banra. Mr. Younger, I think I will ask you to defer that ques 
tion to the Commissioner. That is purely an administrative matter. 

Mr. Youncer. Well, as counsel for the Department, what, in your 
opinion, would be a wise process, knowing the law, and interpreting 
the law ? 

Mr. Banta. Well, of course, there are a great many thousands of 
plants. I don’t see how it would be possible to provide a Food and 
Drug Administration with inspectors to enable them to do a regular 
inspection at all plants. So I think necessarily it would be limited to 
what might be called spot checks or spot inspections. I don’t see 
how else it could be done. 

Mr. Youncer. I do not, either. That is why I was asking. 

Now, following that up, do you see any reason why the plant that 
is inspected, under such a basis, should not pay for the ins pection? 

Mr. Banra. Well, that is a matter that I have not given any con- 
sideration. 

Mr. Youncer. Banks and all institutions like that are inspected for 
the protection of the public, the same as you inspect the plant for 
the protection of the public, and they have to pay for it. There is 
no charge to the taxpayer. 

Mr. Banta. That is true. But all banks are inspected. 

Mr. Youncer. And many others; plants for safety, and so forth. 

Mr. Banta. Well, that is the type of thing that 1s done with regu- 
lerity. Now, if you would provide that every plant should be in- 
spected, and if you were going to undertake to do it on a basis like 
mines are safety inspected or banks are ins pected, and never require 
them to pay the fee, you would have to have an army of inspectors and 
charge all plants. 

Mr. Youncer. No, I mean just charge the one that is inspected. 
Should he stand the charge for it ? 

Mr. Banta. Well, I don’t believe I would say “Yes.” I believe 
I would say “No.” 

Mr. Youncer. Well, do you think that that 704 gives the right to 
inspect pharmacies ? 

Mr. Banta. Yes. 
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Mr. Youncrer. Do you think it gives the right of the inspector to 
demand to see the prescriptions ? 

Mr. Banra. Well, I think it does. 

Mr. Youncer. On what basis? 

Mr. Banta. Unless I am mistaken, in the Food and Drug Act it- 
self there is a requirement that pharmacists shall keep their prescrip- 
tions for a given length of time; the purpose of which is to prevent 
sales of drugs and narcotics and things of that kind, which sometimes 
are sold without prescription, and which ought not to be sold without 
prescript ion. I don’t know how else they would find out, what method 
they would have of finding out, how that feature of the law was 
being violated, unless they were to look and see whether prescriptions 
had been issued for the purpose. 

Mr. pee ncer. You interpret it that your Department is the De- 
partment that is charged by the Federal Government with the enforce- 
ment of the Narcotics Act ‘ 

Mr. Banta. Oh, no. I mentioned narcotics. 

Mr. Youncer. Well, we already have a department that enforces 
the narcotic law. 

Mr. Banta. What I should do is limit it to the prescription of 
drugs, the sale of drugs, that should not be sold except upon prescrip- 
tion, which are sometimes sold. 

Mr. Youncer. Well, we have both a State and a Federal inspection 
for that, as | understand it, under the Drug Act. This morning the 
attorney, Mr. Dunn, said that he did not consider that under this 
704 as he RSaeeeeener it, you had any right to demand the inspection 
OL prescriptions, 

Now, you, as counsel for the Department, say that you have. 

Mr. Banva. Well, I think perhaps they have in order to find out. 
te = k perhaps there is no other way for them to find out whether 
or not there is violation, except to look at the prescriptions. 

“Mr. Youncer. And you think it is up to them to enforce the Nar- 
ecotic Act ? 

Mr. Banta. No. 

Mr. Youncer. Well, that is the only reason they would be going 
into it. If they are not charged with the enforcement of the Nar- 
cotic Act, what else would they be going into the prescriptions for ? 

Mr. Banra. Well, we certainly are charged with some responsi- 
bilities with respect to medicines, drugs : and medicines, things which 
are not to be sold except upon prescription. 

Mr. Youncer. That is correct. 

Mr. Banva. 1 don’t know just what they are, but there are some of 
the drugs that are sold occasionally by the pharmacists just over the 
counter and without prescription. 

Mr. Youncer. Does that come within 704, or within some other 
part of the act? 

Mr. Banta. Oh, the inspection feature of it comes under 704. 
That is what we get out evidence of it from. 

Mr. Youncer. That is right. And under 704 you figure you would 
have the right to inspection the prescription ¢ 

Mr. Banta. I think so. 

Mr. Younger. That is all, Mr. Chairman. 

The Cuarrman. We thank you, Mr. Banta, for your appearance. 
Mr. Banta. Thank you very much. 
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The CuHarrman. Which member of your staff is to be heard next ? 

Mr. Banta. Mr. Crawford, the Commissioner. 

The CHatrMan. Mr. Crawford ? 

Will you give your full name and the position that you occupy ? 
Some of us, of course, know your name and your position and are 
familiar with it. We have had the opportunity to hear you many 
times before the committee. We are pleased to hear you this 
afternoon. ; 


STATEMENT OF CHARLES W. CRAWFORD, COMMISSIONER OF 
FOOD AND DRUGS, FOOD AND DRUG ADMINISTRATION, DE- 
PARTMENT OF HEALTH, EDUCATION, AND WELFARE 


Mr. Crawrorp. Charles W. Crawford, Commissioner of Food and 
Drugs, Food and Drug Administration. 

It is a privilege, Mr. Chairman, to appear before this committee 
again. 

Hl. R. 2769, H. R. 3551, and H. R. 3604 would amend section 704 
of the Federal Food, Drug, and Cosmetic Act. Their sole purpose 
is to restore the authority to make factory inspections which was gen 
erally assumed to exist before a recent decision by the Supreme Court 
held the inspection provisions invalid. The bills do not extend the 
scope of the section. They simply eliminate the requirement for ask 
ing and obtaining permission as a condition precedent to entry and 
inspection—a requirement which the Supreme Court found incon 
sistent with the provision penalizing refusal of permission. 

Prior to 1938, when the Food, Drug, and Cosmetic Act supplanted 
the Food and Drug Act of 1906, there was no provision authorizing 
inspection of establishments producing and handling foods and drugs. 
As early as 1917 enforcement oflicers characterized the lack of author 
ity for Inspe ction as one of the conspicuous defects of the original law. 
When Congress replaced that law with the more comprehensive act 
of 1938, the following provisions were included : 


SecTion 704. Facrory INSPECTION. 

For purposes of enforcement of this act, officers or employees duly designated 
by the Secretary, after first making request and obtaining permission of the 
owner, operator, or custodian thereof, are authorized (1) to enter, at reason 
able times, any factory, warehouse, or establishment in which food, drugs, de 
vices, or cosmetics are manufactured, processed, packed, or held, for introduc 
tion, or to enter any vehicle being used to transport or hold such food, drugs 
devices, or cosmetics in interstate commerce; and (2) to inspect, at reasonable 
times, such factory, warehouse, establishment, or vehicle and all pertinent 
equipment, finished and unfinished materials, containers, and labeling therein 


SECTION 301. PROHIBITED ACTs. 


The following acts and the causing thereof are hereby prohibited: 
* * * * * * * 


(f) The refusal to permit entry or inspection as authorized by section 704. 
* ok * * * * * 


(j) The using by any person to his own advantage, or revealing, other than 
to the Secretary or officers or employees of the Department, or to the courts 
when relevant in any judicial proceeding under this act, any information ac 
quired under authority of section * * * 704 concerning any method or process 
which as a trade secret is entitled to protection, 


SecTion 303. PENALTIES, 
(a) Any person who violates any of the provisions of section 301 shall be 
guilty of a misdemeanor and shall on conviction thereof be subject to imprison 
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ment for not more than 1 year, or a fine of not more than $1,000, or both such 
imprisonment and fine; but if the violation is committeed after a conviction 
of such person under this section has become final such person shall be sub- 
ject to imprisonment for not more than 3 years, or a fine of not more than 
$10,000, or both such imprisonment and fine. 


The intent of Congress is reflected in a report made in 1935 by the 
Senate Committee on Commerce, on a bill prede essor to the enactment 
of 1938: 


Authority for such inspection is an indispensable implement for the enforce- 
ment of any statute intended to protect public health. Many of the provisions 
of this kind, it has been found that most manufacturers welcome inspection by 


Federal officials. Experience has shown that the relatively small minority who 
refuse permission for inspection in almost every instance are undertaking to 


1 


hide some reprehensible condition (S. Rept. No. 361, 74th Cong., Ist sess.). 


Similarly, in its report in 1938, just prior to the enactment of the law, 
this committee said: 

Section 704 provides for the inspection of factories doing an interstate busi- 
ness. While no such provision is in the present law, perhaps more than 95 percent 
of food and drug manufacturers have invariably given permission to inspect. 
It is only through factory inspections that certain abuses of consumer welfare 
ean be established. A notable illustration of this in insanitary manufacturing 
conditions (H. Rept. No, 2139, 75th Cong., 3d sess. ). 

In United States v. Cardiff (344 U. a. 174). decided last December 
5, the Supreme Court found that the prov isions cover ing inspecti¢ ns 
were too contradictory and uncertain to stand as criminal law. The 
Court said that the statute as writen was not 
fair warning to the factory manager that if he fails to give consent he is a 
eriminai, 

The result of the Cardiff decision is that Food and Drug inspectors 
may be refused entry to any and all establishments producing or 
hok ling foods, drugs, ther: apeutic devices, and cosmetics. It nullifies 
enforcement against certain types of serious violations which require 
evidence obtainable only through inspections, and impairs enforce- 
ment generally because much of the evidence necessary to develop a 
sound legal case can usually be obtained more expeditiously and at 
less expense through inspection. 

The ineffectiveness of the 1906 law in dealing with many serious 
types of offenses prompted the Congress to include the inspection pro- 
visions among other new features in the 1938 act. The Food and Drug 
Administration cannot rely upon voluntary permission to inspect. 
The firms most likely to be operating contrary to law are those who 
refuse to permit inspection. 

The breach in the law resulting from the Cardiff decision can be 
illustrated by a few actual examples. 









INSANITARY FAC 





‘TORY CONDITIONS 





Section 402 (a) of the act declares that a food is adulterated : 





(3) If it consists in whole or in part of any filthy, putrid, or decomposed sub- 
stance, or if it is otherwise unfit for food: o 

(4) If it has been prepared, packed, or held under insanitary conditions 
whereby it may have become contaminated with filth, or whereby it may have 
been rendered injurious to health 


Other sections contain similar provisions with respect to drugs and 
cosmetics. 
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Worms, bugs, rodent excreta, and other filth may contaminate 
materials used in making foods, drugs, and cosmetics. Modern pro 
cessing methods may be used to remove skeletal parts of insects a 1d 
the insoluble parts of other filth, but the soluble filth becomes an in 
tegral part of the finished products. Its presence cannot be detected 
by the microscope or any other laboratory test yet devised. In such 
cases these provisions of the law are meaningless unless the premises 
and the materials and processes used in preparing the products can 
be inspected. 

A pickle manutacturer was 1 cently convicted and fined $1,000 for 
operating under insanitary conditions. Laboratory examination alone 
revealed no basis for leo il action, but lispection showed the factory 
was freely aecessible to pigeons and that the pickles were contaml 
nated with bird excreta and other filth for the detection of which no 


laboratory methods exist, og Court o Appeals, n upholding the 
conviction, remarked t pl veons were not housebroken (200 F. 


Y¥d 818 (CA-8, 1952) es 

Ina recent case a corporation and its pres] lent were charged witha 
second offense under the law in shipping filthy macaroni products 
preparer in an insanitary plant. The samples contained a small 
number of insect fragments, but the successful outcome of a prosecu- 
tion based on this evidence alone woul | have been highly doubtful. 
However, in Pee on of the P ylant and equipment showed he avy insect 
infestation which resulted in continuing contamination of the output. 
The detendasits : were found ‘evita and Pea a total of $10,000. 

Occasionally the use of hlthy raw materials and other insanitary 
CON ditions are found in drug and cosme+tic est bli hm nts. Liquid 
products are finished in most wastances th ( na series ol filters that 
remove evidences of filth. Such violations can be detected only through 
Inspection, 


} 


New drugs: The safety of new drugs was of special concern to the 
Congress in enacting the 1938 law. Before introducing new drugs 


into interstate commerce, manufacturers are required to submit re 
sults of scientifie investigations that have been made to establish safety, 
and data regarding the maathods, facilities, and controls used in man 
ufacture to insure continuing safety. The Secretary is authorized 
to suspend the application if any false statement of a material fact is 
made in describing the investigational work or the manufacturing 
me facilities, and controls. The secretary cannot check the 
verity of statements about methods, facilities, and controls except by 
inspection of the factory. 

Watered oysters: A perennial and sometimes widespread violation 
is the addition of water to oysters. a the normal washing of shucked 


oysters, to cleanse them some water is abs sorbed. Ixcesssive washing 
or soaking euelie: in absorption of oh tities of water up to 30 percent 
D more—sold at oyster prices. The composition of raw oysters varies 


so widely that objective examination of Samples usually gives at best 
only an uncertain basis for concluding whether or not excessive water 
lis been added. Usui lly a good col h usion Ca 1 be reached only by 
Inspecting the packing process and examining aon obtained at 
the beginning and end of the process. 

In a recent criminal case the Government failed to convict when 
the court instructed the jury not to consider factory inspection evi- 

34455—53-——5 











62 FOOD, DRUG, AND COSMETIC ACT 


dence because under the Cardiff decision it was thought to have been 
illegally obtained. 

Poisonous preservatives in foods: Thiourea is a highly toxic chem- 
ical. Last January inspectors found that a spice manufacturer was 
including thiourea in two preparations sold as meat preservatives. 
Analysis of samples from interstate shipments confirmed the presence 
of thiourea and seizures resulted. Without the information gained 
by inspection, it is qui ite unlikely that samples would have been col- 
lected until reported illnesses cast suspicion on meat and it was found 
that the meat dealer, had he permitted inspection, was using the pre- 
servative. Even then the analyst might have wasted much time with- 
out knowing what poison he should test for, among the many that 
might be ee 

Misbranding of horse meat: About 2 years ago a food and drug 
inspector visited a dog-food plant and observed workmen unpacking 
barrels of Government-inspected horse meat received from an inter- 


] 
aa ees : 

state source. They were removing inspection marks from the meat, 
scraping the words “horse meat” from the barrels, and remarking 
them with the words “chucks” and “shanks.” Three individuals re- 
Sy ible for the Vit lation were prosecuted. Each was fined $750 
ee" . . ° ry . . 7 
and sentenced to 9 months in tal! ihe conviction was upheld by the 
court of appeals (200 F.2d 570 (C. A. 7, 1952)). The Supreme Court 
denied certiorari. It is do btful that the case could have been made 
without the evidence ac ired by Inspection. 


(] 
W arehouse S: About 15 pe reent ot the filthy an d cle ( ‘omposed foods, 
of which approximately 164 tons were removed from the market every 


eek during the fisca] year 1952, became contaminated after interstate 
shipment. Most of this re alte from storage in rodent- and insect 
infested warehouses. 

Drugs and cosmetics m Ly also deteriorate during storage, Life 
saving preparations of penicillin lose potency if held at high tempera 


tures. When an inspector found ¢ of a penicillin preparation 
stored against a steam radiator, heedtiacl {samples which were found 
eriously below pote! Cy requ rements. The lot was Se1Z “dl, 

Work on products tha it become contaminated or deteriorated during 
storage can be effective] arried out o nly through ins pe ction. 

\ basic policy of the I ood and Drug Administration is to en 1courage 
a maximum of voluntary comphance. One way—and a very produe 
tive one of accompli shu a this i 1S the con ve rsations betwe en imspec- 
tors and management upon the completion of inspection. The inspec- 
tor points out those conditions he has observed which, on the basis of 
his knowledge and experience, he believes are likely to result in viola- 
tions. Uusually the management takes prompt steps to correct the 
situation. 

Exception is made to the practice of frankly discussing such ques- 
tions with management only when there are good reasons to suspect 
deliberate and intentional violations. In some of the cases involving 
the racketeer type of operator, a full relevation of the inspector's 
observations would frustrate legal action. 

A few illustrations will show how voluntary compliance is furthered 
by inspection. In 1952 an inspector noted in the shipping stock of 
a drug manufacturer ampules of posterior pituits iry which were over 
21% years old. This is a valuable drug for control of bleeding during 
childbirth. Life may depend on it. It loses potency when held over 
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long periods. When the inspector called attention to the age of these 
ampules the firm voluntarily removed them from stock and revised 
its control system to avoid the possibility of future shipment of drugs 
that have become deteriorated through aging. 

During the inspection of a bakery small paper cups filled with a 
liquid were noted throughout the plant. They had been placed by a 
rodent exterminator who had told the management that the poison 
was harmless to humans. Many of the cups were leaking. Other 
near piles of ingredients, including flour in cloth sacl 
stepped on by employees and the liquid splashed about. The cups 
contained the deadly poison “1080,” for which there is no antidote. 
When this serious hazard was called to the attention of the man 
agement they immediately telephoned the exterminating company and 
the poison was removed from the plant within the next 30 minutes. 

Inspection of a firm’s crude drug department uncovered many lot 
of various crude drugs that were crawling with insects. Extracts 


] ] 
AS, had peeh 


were being made from these drues and the extracts were used as i 
gredients in various products. Since practically all evidence of filth 


was removed during the extraction process it would have been im 
possible to determine by objective tests that the finish cl drugs had 
been made from filthy raw materials. The firm voluntarily segre 
gated all the crude drugs in the warehouse and destroyed the filthy 
ones. It recalled all the products outstanding on the market that had 
been made from the filthy materials. ‘Tons of raw materials and 
finished produc ts were destr ved at an estimated cost of $75,000. Thi 
firm installed a rigorous Syst m of controls to pre vent any s miial 
occurrence in the future. 

A plum pudding factory was inspected late in 1952. Over 18 tons 
of raisins on hand were found to be heavily infested with insects. 
When the condition of the raisins was called to the firm’s attention 
they voluntarily destroyed them. They employed a consulting labora 
tory that is now examining the 70,000 cases of plum pudding on hand 
Any found to contain filth are being destroyed. 

The inspection of factories, warehouses, and other establishment 
where food, drugs, and cosmetics are manufactured and stored is the 
heart of the enforcement program. More than 80 percent of our 
work grows out of what we find by inspection. This is the only pro 
cedure possible ot obtaining significant results with the inspection 
stall of about 205 men we now have to cover the interstate distribution 
of products for which consumers pay around $50 billion annually. 
If clear authority for inspection is not restored, a force several times 
larger would be necessary even to approach the admitted|y inad¢ quate 
coverage we have been giving. Attention could be given to the prod 
ucts of those who refuse permission to inspect only through combing 
the markets and sampling and examining the products found. Ther 
would be no adequate basis for selecting the lots to be sampled and 
funds would be spent on samples that would not otherwise be col 
lected. There would be no adequate basis for judging the nature and 
extent of the examination to be made and much analytical work would 
be done that would otherwise be unnecessary. The highly selective 
and efficient system of sample collection and analysis that has been 
followed would be replaced by a wasteful and ineffective type of drag 
net operation. 
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H. R. 2769 and H. R. 3604 would strike from section 704 the words 

“after first making request and obt: aining permission of” and substi- 
tute “after first giving written notice to. This would authorize in- 
spectors to enter and inspect establishments immediately upon pre- 
senting written noice to the owner, operator, or custodian. The firm 
would thus be officially advised that an inspection is to be made, and 
the written notice woul | serve as a record of that fact. Refusal to 
permit entry or inspection upon rece ipt of the notice would be a mis- 
demeanor. H. R. 3551 would likewise strike the words “after first 
making request and obtaining pe ‘rmission of,” but would substitute 
“after first exhibiting appropriate credentials to. 

These bills seek no more than a restoration of what the original en- 
actment was presumed to have accon ipli shed. Except to cure the 
defect found in the language by the Supreme Court, they make no 
change in what the section meant prior to the Cardiff decision. 

The section was highly useful in serving the public interest for 
nearly 15 years before the Cardiff decision. No occasion arose over 
that period to institute legal action involving the scope of inspection 
authorized by the section. Except where permission to inspect was 
refused, inspectors have been given substantially all the information 
available that was pertinent to compliance of the products investig ated 
with the requirements of the law. No charge has been made, either 
before the Food and Drug Administration or the courts, that any 
inspector has revealed trade secrets discovered during inspection, or 
has used them for himself, in viol: scone of section 301 (4). 

The need for prompt amendment » pe rmit inspection IS urgent. 
Since the Cardiff decision, refusals have increased sharply. 

The manager of one of the largest warehouses in the United 
States has informed us that no further inspections will be permitted 
until the law is changed. This warehouse was visited regularly from 
1944 to 1952, during which time 29 seizures were made that included 
over 75 tons of adulterated or misbranded nuts, flour, rice, peas, 
butter, fish, and frozen fruits. 

During 1951 a cheese manufacturer was cited for shipping proc- 
essed cheese made from spoiled cheese. Other shipments were defi- 
cient in fat and contained excess moisture. As a follow-up to deter- 
mine whether the violative practices had been corrected an inspector 
called on the firm recently and the manager advised him that he was 
under orders to contact the firm’s attorney when a Federal inspector 
appeared. The inspector telephoned the attorney, who refused per- 
mission to inspe ct the p ylant. 

As a result of an injury complaint involving a nationally dis- 
tributed cosmetic an inspector visited the manufacturer to obtain 
information concerning the composition of the preparation and any 
other pertinent facts that would be useful in evaluating the com- 
plaint. The firm refused to let the inspector see anything that would 
reveal the composit ion of the cosmetic. 

An inspector visited an apple-shop manufacturer and was told 
that the manager was out of town and before le: aving had issued 
orders that no inspectors were to be allowed in the plant. 

A trade complaint was received that a manufacturer was using a 
poisonous preservative in its me 4 asoning compound. The man- 
ager would not permit inspection but later telephoned the inspector 
that, upon advice from his home office in another city, inspection 


= 
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would be permitted a week later. He added, however, that the in- 
spector would be permitted to obtain no information about composi 
tion, no photographs could be taken, and no labeling would be 
supplied. 

Mr. Chairman, the decision of the Supreme Court was widely re- 
ported in the press. The New York Times and a number of other 
leading newspapers carried the story on their front pages. The 
news stories were followed by a wave of editorials from coast to 
coast calling for prompt remedial legislation. I would like to read 
a few of these editorial comments which seem to me to be typical of 
the viewpoint of the press. 

From the Hartford (Conn.) Times of December 15: 

Many persons of this generation do not recall the long, hard battle that was 
carried on to get the pure-food laws on the books. They have been a boon to 
the consumer who has no way of judging the purity or contents of foods 
drugs, and cosmetics. Labels are not enough, unless the Government can 
inspect premises and manufacturing process. 

The fact that some manufacturers seek to avoid effective enforcement of the 
law proves that the battle for pure food and drugs is not yet ended. * * * 

One would like to believe that not many manufacturers would refuse inspe 
tion, * * * gut even one is not too many. The sooner Congress makes it 


perfectly plain that the law contains no loopholes for inspection escapees, 


the better. The public is entitled to feel secure in this form of health 


protection. 

Mr. Hate. Mr. Chairman, | wonder if we could not have these 
editorials in the record, without taking the time of the committee to 
have them read with so many witnesses present / 

Mr. Crawrorp. I would be glad to just let the rest of these 
the record, Mr. Chairman, if you wish. 

The CHatrman. Mr. Crawford, I have looked through these edi 
torials, and they all run in the same vein as that which you have 
already read, and they are in a large measure indicative of the feel- 
ing generally with respect to the necessity to have adequate informa- 
tion on foods and drugs. 

I note in your statement that you give a list of newspapers that 
have given similar editorials of support, together with the request 
that Congress do something speedily to correct the situation that 
has grown out of the Cardiff decision. 

Mr. Crawrorp. I had not planned to read all of that. 

The CyHarrman. I think, under the circumstances, by putting 
these into the record in full, the purpose that you had in mind will be 
served, and it will be useful not only to the committee but to others 
who may read the hearings and the report of the committee. So I] 
am inclined to feel that the point that has been made by Mr. Hale 
is well taken. 

(The material referred to is as follows:) 


oO 1nto 


From the Ogden, Utah, Standard-Exraminer of February 9 


* 


It costs more to keep a food factory clean than to let it go dirty * and 
the clean enterpriser does not want to have to compete with the dirty factory 

Furthermore if one factory can go dirty and get away with it another factory 
may be tempted to become careless * * * 

It is to the everlasting credit of businessmen that the large majority of food 
processors opened their doors to inspectors even after the Supreme Court said 
the present law is defective and does not require enterprisers to admit them. 
gut it will be a grand thing to have the right kind of law to deal with the kind 
of operators Who would be dirty unless forced to be clean 
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From the Buffalo, N. Y., News of December 15 

It being obvious that the Supreme Court had no intention of setting the clock 
back 45 years in health protection in America, Congress should take the neces- 
sary steps to correct the wording of the law with promptness. Certainly, the 
American people—and food producers, as well—have no desire to return to days 
of caveat eniptor—let the buyer beware 
From Columbia, S. C., State of December 13 

Passage of the Food and Drug Act was hailed as the great turning point in 
American health as it is affected by manufactured products. It would seem in 
the public interest to preserve this law and its provisions to the fullest. We are 
unable to see how this can be done if manufacturers can keep inspectors out of 
their plants. 





From the San Diego, Calif.. Tribune of December 16 


if * such a mistake can happen occasionally with the product of a big, 
careful plant, a similar error is all too possible in some smaller, careless ones. 
Mo 


More and more, the food we eat is canned or otherwise processed outside our 
homes. We have to rely on inspectors like those of the Food and Drug Admin- 
istration to watch over its purity. * * * 

Inspectors should have free entry into all plants, and should be able to make 
he closest checks where there are signs their vigilance might be unwelcome. 


F'rom the N. Y. Journal of Commerce of December 12 


2 * * 


it is obvious that Congress intended to provide FDA with these powers. 
It provided penalties, which were to have been imposed against anyone refusing 
plant inspection ° 

The Supreme Court has now said, in effect (FDA’s inspe ction authority) roes 
just as far as the front gate of any food plant that does not want Federal in- 
spectors around, and no farther. * * 

From the looks of things the vast majority of the food processors will continue 
ypening their plants voluntarily to FDA inspectors until the new Congress gets 
iround to amending the law. 

This is a good sign, but of course it would be unfair to these responsible 
processors and to the public as well if the FDA inspectors should have access only 
to those plants that are willing to admit them. It is not the purpose of Federal 
regulation to enforce the law only against those elements of the community who 
are willing to obey it 

We realize that the “must” list of legislation requiring high priority in the 


new Congress is long and rapidly growing longer. But this cannot be considered 


an excuse for delaying prompt action on this matter No laborious drafting of 
vatall It remains only for both Houses to strike out one 


provision and substitute for it a paragraph stating in clear terms that FDA 





new bill is necessa 








inspectors shall the right to inspect food processi plants at will, and that 
this right shall cover not only the plants of processors who are willing to open 


their facilities to Federal inspection, but those of processors who, for reasons 
of their own, are not. 


Editorials in similar vein have been received from the following newspapers: 


Atlanta Constitution Washington Star 

New York World Telegram and Sun Washington Daily News 
Baltimore Sun Elyria (Ohio) Chronicle Telegram 
Sacramento Bee Albuquerque (N. Mex.) Tribune 
Covington (Ky.) Post Cincinnati Post 

Pittsburgh Press Philadelphia Bulletin 

Dallas News Christian Science Monitor 
Miami Daily News Boston Globe 

Milwaukee Journal Macon Telegraph 

Birmingham Post Pittsburgh Post Gazette 

Little Rock Gazette Providence Bulletin 

Providence Journal Richmond News Leader 

Paris (Tenn.) Parisian Omaha World Herald 

Denver Post Waukesha (Wis.) Freeman 
York (Pa.) Gazette and Daily St. Louis Post Dispatch 
Winston-Salem Sentinel St. Paul Dispatch 

Buffalo Courier Express Indianapolis Times 


Salt Lake City Tribune Lansing State Journal 


TD 


a 
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Rocky Mt. News Washington Post 
Fort Worth Star Telegram Philadelphia Observer 
Norfolk Ledger Dispatch San Francisco News 
Watertown (N. Y.) Times Houston Press 


Arkansas Gazette 


The CHarrMan. Now, is there anything further in your statement, 
in the concluding paragraphs, that you would like to bring to the at- 
tention of the committee ? 

Mr. Crawrorp. With your permission, I would like to conclude with 
the material on page 18. It is rather brief. 

The Cuamman. With the understanding that your full statement 
will be made a part of the record as if it has been read. 

Mr. Crawrorp, That is right. 

I would also like to present a few letters and resolutions from firms 
and trade associations of the food, drug, and cosmetic industry relating 
to the need for this legislation. I believe that a number of these 
associations are planning to be represented here and to present their 
views. I would like to leave these files of letters and clippings for 
your consideration and inclusion in the record if you wish. 


~.) 


You have before you Secretary Hobby’s letters of Febi uary 2, 1953, 
transmitting a draft of this bill to the Speaker of the House of Repre- 
sentatives, and of March 2, 1953, reporting favorably on it to the chair- 
man of this committee. 

In his me ssage on the State of the Union, delivered on February a 
1953, President Eisenhower said: , 


Public interest similarly demands one prompt specific action in protection of the 
general consumer. The Food and Drug Administration should be authorized to 
continue its established and necessary program of factory inspections. The in- 
validation of these inspections by the Supreme Court on December 8, 1952, was 
based solely on the fact that the present law contained inconsistent and unclear 
provisions. These should be promptly corrected. 


Thank you, Mr. Chairman. 

The CuarrmMan. Will you leave with us the letters and the resolu- 
tions to which you have referred ? 

Mr. Crawrorp. Yes, I would be very glad to. 

The CuHarrMan. We will examine them and determine whether all 
or part of them shall be made a part of the record. 

(The material referred to is as follows:) 

AMERICAN BAKERS ASSOCIATION, 
Chicago, 10... February 6, 1953 
Hon. C, W. CRAWForD, 
Commissioner, Food and Drug Administration, 
Washington, D.C. 

DeAR COMMISSIONER CRAWFORD: I am sure you will be interested to know 
that the board of governors of the American Bakers Association at its meeting 
in Hollywood Beach, Fla., in January, adopted a resolution urging that Congress 
enact Jegislation which would give the Food and Drug Administration adequate 
authority to inspect food processing plants to enable the Administration to earry 
out its responsibilities under that act. 

Our governors were unanimous in their expression that sanitary plant condi- 
tions deserve top priority, and should be affirmatively espoused by the baking 
industry. 

Kind personal regards. 

Sincerely, 
FR. EB. Ketey, Jr., 
President, American Bakers Association. 
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AMERICAN DruG MANUFACTURERS ASSOCIATION 
WASHINGTON, D. ¢ 


Representatives of the American Drug Manufacturers Association met Decem 
ber 18, 1952, with officials of the Food and Drug Administration and announced 


that in the interest of public health the association would support the Admin 


istration’s proposal for an amendment to the Federal Food, Drug, and Cosmetic 


Act that would quickly restore its powers of factory inspection. 

The amendment, which also has the support of the American Pharmaceutical 
Manufacturers’ Association, would be a simple change in the present statute that 
would remove the need for the Government agency to request and obtain per- 
mission of the owner before a plant could be inspected The Supreme Court in 
the recent Cardiff Co. decision held that the present statute gave the owner the 
power to withhold this permission 

Che industry representatives said that they had studied various alternative 
amendments to the act, and concluded that this was the best way to restore 
the Food and Drug Administration’s inspection powers quickly without getting 
into controversial matters that might delay enactment of the legislation. The 
association today submitted the following letter to the Commissioner of Food 
and Drugs: 

DECEMBER 18, 1952 
Hon. |. W. CRAWFORD, 
Commissioner of Food and Drugs Food and Drug Administration, 


Federal Security Agency. Washinaton., D. ¢ 
DeAR Mr. Crawrorp: We have been told by the Foor nd Drug Administration 
that it proposes to recommend through the appropriate governinental channels 


} t } 


that there be introduce he Congress a bill to amend section 704 of the 
Federal Food, Drug, and Cosmetic Act by substituting the phrase, “after first 
iving written notice to the owner, operator, or custodian thereof,” for the present 
language “after first making request and obtaining permission of the owner, 








operator, or custodian thereof 

We further understand that this bill w be supported before the Congress 
by the Administration on the basis that the purpose of the proposed amend 
ment is to eliminate the requirement for permission as a condition precedent 
to entry and inspection, as terpreted by the Supreme Court in United States 

Card ff (No. 27, October term, 1952) 

I am authorized to advise you that conditions this Association 
will support fully the enactine of the a set out above for this limited 





purpose 
Sincerely yours, 
Kart BampBacn, 
Lrecutive Vice President 


AMERICAN SPICE TRADE ASSOCIATION, 
New York, N. Y., February 9, 19538 
Foop AND DruG ADMINISTRATION, FEDERAL Securtry AGENCY, 
Department of the Treasury, Washington, D. C 
Dear Strs: The American Spice Trade Association has noted that in a recent 
decision the courts have ruled that the inspection of factories and plants by the 
Food and Drug Administration without consent of the owners is illegal 
Hiowever, the board of directors, at a meeting on January 21, 1953, decided to 
go on record as stating that it favors the free inspection of plants by the Food 
and Drug Administration, bearing in mind the necessity of maint \ining the repu 
tation for quality of spices used in the processing and consumption of food. 
Respectfully submitted 
ERNEST H. WINTER, 


Executive Secretary. 


EASTERN PICKLE & Kraut MANUFACTURERS ASSOCIATION, INC.. 
New York, N. Y., March 18, 1953. 
Mr. (. W. Crawrorp, 
Commissioner of Food and Drugs, Federal Security Agency. 
Food and Drug Administration, Washington. D. C 
DEAR COMMISSIONER CRAWFORD: At our recent 


meeting of the Eastern Pickle 
& Kraut Manufacturers Association, Inc 


a resolution was unanimously adopted 


mms 


FOOD, DRUG, AND COSMETIC ACT 69 


to support the proposed amendment to the Food, Drug, and Cosmetic Act, au 
thorizing plant inspection by inspectors of your department 
At the sume time I was instructed to advise you of the action taken 
Please be assured of our continued support 
Cordially yours, 
KASTERN PICKLE & Kraut MANUFACTURERS ASSOCIATION, IN¢ 
By Rorert M. RUBENSTEIN, Counsel 


EVAPORATED MILK ASSOCIATION, 


Chicago, Ill... January 27, 19523 
Mr. CHARLES W,. CRAWFORD, 
Federal Food and Drug Administration, 


Federal Security Agency, Washington, D. ¢ 


Dear Mr. Crawrorp: At the annual meeting of the Evaporated Milk Asso 
ciation on January 21, 1953, we were requested to inform you that the recent 
United States Supreme Court decision in the case of United States v. Cardi/f need 
in no way alter the policy of cooperation between the evaporated milk industry 
and the Federal Food and Drug Administration, It continues to be the policy 
of our industry to offer Cooperation to representatives of the Food and Drug 
Administration who are making plant inspections 

The Evaporated Milk Association will endorse and support any request to 
Congress to modify the act in such a way as to make plant inspections manda- 
tory upon the request of authorized agents of the Food and Drug Administration, 

Yours truly, 


> 


FRANK E. RIce. 


NATIONAL ASSOCIATION OF FROZEN Foop PACKERS, 
Washington, D.C... Mareh 138, 1953 
Hon. Oveta CuLrP Hospy, 
Federal Security Administrator, 
Washington, D.C 


Dear Mrs. Horry: The following resolution concerning the amendment of se¢ 
tion 704 of the FeCveral Food, Drug, and Cosmetic Act was adopted by the board 
of directors of the National Association of Frozen Food Packers at a recent 
meeting held at the national frozen food convention in Chicago: 

“Resolved, (1) That the National Association of Frozen Food Packers approves 
the amendment of section 704 of the Federal Food, Drug, and Cosmetie Act by 
substituting the words ‘upon giving written notice to the owner, operator, or 
custodian thereof’ (or language to the same effect) for the present language, 
‘after first making request and obtaining permission of the owner, operator, or 
custodian thereof’, it being understood that such amendment is not intended to 
extend the scope of the inspection provisions of the act as originally enacted 
in 19388 

“(2) That the secretary-man: ‘of the association shall furnish the Adminis 
trator of the Federal Security Agency and the appropriate committees of the 
Senate and House of Representatives of the United States of America with copies 
of this resolution.’ 

The association recognizes that the Fool and Drug Administration must have 
certain authority to inspect plants and factories, to implement its enforcement 
operations. The resolution, therefore, endorses the restoration of the authority 
to enter and inspect, which was successfully challenged in Cardiff v. United 
States, decided December 8, 1952 

It is our understanding that the amendment contemplated in the foregoing 
resolution would not be regarded by the Federal Security Agency 
changed the scope of section 704 as originally enacted in 193s. 

sincerely yours, 





as having 


LAWRENCE S. MARTIN, 


Neecretaru-lManae 
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NATIONAL ASSOCIATION OF RETAIL GROCERS, 
Chicago, Il., January 2, 1953. 
Mr. WALLACE F. JANSSEN, 
issistant to the Commissioner, Food and Drug Administration, 
Federal Security Agency, Washington, D. C. 

Dear WaLLACcE: Thank you so much for your letter of December 30, and I am 
very much interested in the subject outlined both in your letter and in those 
news releases 

There is little question but that our association will enthusiastically support 
the legislation outlined, but I can get the approval of our board in two ways. 
We can either contact them immediately now, or if you feel it wiser we can bring 
it up as an important subject for discussion at the meeting on February 15, 16, 
and 17, and use that discussion and the action of the board as a springboard for 
the publicity 

Would you review the matter a little further, please, and let me have your 
comments and sugg 

You are correct in that the National Association of Retail Grocers not only 
worked for enactment of the original law, but the association was set up in the 
first place to secure such a law on our Federal statute books 

Thank you so much, and with all good wishes for the New Year, I am, 

Cordially yours, 











estions? 


Marie KIerer. 


NATIONAL RETAIL GROCERS SECRETARIES ASSOCIATION RESOLUTION No. 4, ADOPTED 
FEBRUARY 20, 1953 


PURE FOOD AND DRUG LAW 


W hereas— 

1. One of the purposes for which the National Association of Retail Grocers 
was founded and established was to support the enactment and enforcement 

i if all food products ; and 
2. The association has not deviated from this principle and continues to favor 
laws that are necessary to preserve the high quality of our food products; 
and 

3. The Supreme Court in a recent decision ruled that a plant owner can 
refuse permission, under the Federal law, to an inspector to enter and in- 
spect his factory; and 

4. The great majority of manufacturers will continue to welcome such in- 

ion, but effective protection where it is needed most, against the careless, 
the ignorant, or the criminal, has been lost: and 
5. Without enforceability of the factory inspection provisions of the Federal 
Food, Drug, and Cosmetic Act, unfit, misbranded, and substandard foods may 
find their way to the grocers’ store more easily ; and 

6. Retail grocers are the last link in the chain of distribution between farm 
and consumer and are especially desirous of protecting consumers against such 
risks: 

Resolved, That the National Retail Grocers Secretaries Association place it- 
self on record as suporting legislation to restore the enforceability of factory 
inspection under the Federal Food, Drug, and Cosmetic Act; further 

Resolved, That a copy of this resolution be sent to all Members of Congress 
and to Commissioner Charles W. Crawford, of the Food and Drug Administration. 


of uniform food laws to insure purity 


spect 


NATIONAL CONFECTIONERS’ ASSOCIATION, 
Chicago, Ill., December 16, 1952. 
Hon. CHARLES W. CRAWFORD, 
Commissioner, Food and Drug Administration, 
Washington, D. C 

DrAR Mr. Crawrorp: I was very glad to have the opportunity of sitting in 
with a group of representatives of various food industries when they conferred 
with you 7 weeks ago concerning proposed amendments to the Food and Drug 
Act. These matters are being reviewed by members of our Washington and re- 
search committees and information with respect thereto is being placed before 
them in order that a definite policy will have been established after due con- 
sideration. 
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Enclosed herewith is a copy of our Food and Drug Bulletin No. 151, dated 
December 10, 1952, with respect to a recent Supreme Court decision. Your at- 
tention is particularly called to the last paragraph which reads as follows: 

“Even though the United States Supreme Court has ruled that a manufacturer 
may refuse permission for inspection of plants, it is suggested that NCA mem- 
bers cooperate with the Food and Drug Administration with respect to plant 
inspections,” 

It is hoped that members of this industry will continue to cooperate with the 
Food and Drug Administration. 

Best wishes for the holiday season, 

Sincerely yours, 
PHittie P. Gort, 
President 


{Bulletin No. 151, December 10, 1952] 


4 


NATIONAL CONFECTIONERS’ ASSOCIATION OF THE UNITED STATES, IN¢ 


CHICAGO, ILL. 


UNITED STATES SUPREME Court RuLes THAT FEDERAL Foop AND DRUG INSPECTORS 
May Be ReErusepD ADMITTANCE BY MANUFACTURERS 


According to press reports, on December 8, 1952, the United States Supreme 
Court upheld the United States Court of Appeals for the Ninth Circuit, in the 
Washington Dehydrated Food Co. case wherein the company refused admittance 
of inspectors of the Food and Drug Administration to their plants at a reason 
able time (see Food and Drug Bulletin No. 143, dated March 5, 1952) 

The litigation arose out of interpretation of section 301 (f) of the Food and 
Drug Act which reads in part as follows: “The following acts and the causing 
thereof are prohibited—(f) the refusal to permit entry or inspection as autho1 
7ed by section 704,” and section 704 which relates to factory inspect tion provide s 

1 


that employees duly designated by the Food and Drug Administrator must make 
the request and obtain permission of the owner in order to inspect the factory at 
reasonable times. 

On appeal the United States Court of Appeals for the Ninth Circuit reversed 
the district court and held that there was no violation of the Food and Drug 
Act, when the Washington Dehydrated Food Co. refused to permit inspection 


of the plant by food and drug investigato The court of appeals in its decision 

ited that there is apparently a confusion in interpretation of section 301 (f) 
and section 704. Section 704 gives the operator of the plant the right to refuse 
ellry jor imspection purpo i the words: “For purposes of enforcement of 
this act officers or employees duly designated |} the Secretary, aft f t / 


request and obtaining permission of the owner, operator, or custodian there 
of ‘ * [Italics ours. | 

Section 801 (f) prohibits the refusal to permit entry or inspection as authorized 
by section 704. In other words Congress by section 704 gives the operator the 
right to refuse inspection and section 301 (f) warns the operator that if he 
exercises the right so given him he is liable to fine and/or imprisonment 

Justice Douglas, who wrote the Court’s opinion said: “The law authorizin 
inspections was too vague to justify the Government's interpretation that manu 
facturers can be fined or jailed for refusing to admit inspectors to their plants.” 

The Food and Drug Administration announced it would ask Congress for a 
law authorizing inspections whether or not a manufacturer wants them. 

Even though the United States Supreme Court has ruled that a manufacturer 
may refuse permission for inspection of plants, it is suggested that NCA 
members cooperate with the Food and Drug Administration with respect to 
plant inspections. 





NATIONAL MACARONI MANUFACTURERS ASSOCTATION, 
New York, N. Y., February 6, 1953. 
Commissioner CHARLES W. CRAWFORD, 
Food and Drug Administration, Federal Security Agency, 
Washington, D.C. 

DEAR COMMISSIONER CRAWFORD: This association and its membership became 
quite concerned over the Supreme Court decision in the Cardiff case. Closing 
the door to food-plant inspections can result only in “opening the door” to the 
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unscrupulous for economic and quality adulteration of our food and the disregard 


of accepted sanitary practices Purely, out of self-interest, the macaroni, 
paghetti, and egg-noodle manufacturers of this country support the principle 
of factory inspections Phis was the unanimous expression of the association 


membership at its midyear meeting at Miami Beach, Fla., on January 20, 21, 22, 


153 
\ccordingly, the undersigne constituting the food standards committee of the 
National Macaroni Manufacturers Association for itself and for the membership, 
ish to state that the fully support and approve the action being taken by 


your department to restore the enforceability ol factory inspections. 
Respectfully yours, 
Foop STANDARDS COMMITTEE OF THE NATIONAL 
MACARONI MANUFACTURERS ASSOCIATION, 
JOSEPH GIORDANO, Chairman 
Rocer Di Pasca 
JAMES. J. WINSTON 


NATIONAL PRESERVERS ASSOCIATION, 
Washington, D. C., February 3, 1953. 
Mr. WALLACE JANSSEN, 
Food and Drug Ac sty on, Federal Security Building, 
Washington, po. 

Dear Mr. JANSSEN: I understand that you have asked for copies of the letter 
I issued to the members of the National Preservers Association on January 2 on 
the subject of factory inspection. I enclose several copies herewith. As a result 
of this letter several members have written their Congressinen urging support 
of legislation which might correct the situation resulting from the recent decision 
of the Supreme Court in the Cardiff case. 

I was glad to note that in the President's message of vesterday reference was 
made to the need for amendatory legislation. If I can be helpful in this direction 
do not hesitate to call upon me 

At the meeting of the National Pickle Packers Association on February 20, 
I will urge that that organization pass an appropriate resolution. 

Very truly yours, 
DANIEL R. Forses, Counsel. 


NATIONAL PRESERVERS ASSOCIATION 


FACTORY INSPECTION 

T¢ 1// Members 

fhe Supreme Court of the United States has ruled in effect that a food manu- 

ucturer is not required to permit inspectors of the Food and Drug Adminis- 

tration to enter factories for the purpose of inspection of plant, materials, 
equipment, labels, and finished products. It was held that the provisions of the 
ood, Drug, and Cosmetic Act relating to entry and inspection were too vague 
for a criminal statute. 

This is a blow to efficient enforcement of the law. It is estimated that in 80 
of cases of notation of the act the evidence has been obtained by factory 
inspection. It is the writer’s opinion that it is to the best interest of this industry 
that all doors be open to inspectors of the Food and Drug Administration. Con- 
gress will be asked to amend the law so that the right of inspection will be 
restored. I recommend that all preserve manufacturers support such an amend- 
ment, and that until it is enacted, keep their doors open to authorized inspectors 
1 the Food and Drug Administration 





DANIEL R. Forres, Counsel. 
REMINDERS 


Don't overlook our change of address. Our new location is shown on this 
letterhead 

Please send in your room reservation applications promptly to the Congress 
Hotel for our annual convention 


me 
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ENCLOSURES 

Cold-storage report 

Labor relations letter (regular members only) 

Latest revised United States grades for preserves. These are extremely val 
uiable for use in maintaining quality control in the plant and, of course, are the 
basis for all Government purchases 

W. L. Watpr, Vanaging Director 


NEW YORK PRESERVERS ASSOCIATION, INC., 
New York, N. Y., January 12, 195 
Hon. CHARLES W. CRAWFORD, 
Food and Drug Administration, 
Washington, D. C. 

DEAR COMMISSIONER CRAWFORD: At our last regular meeting held on January 8 
1953, on motion duly made and unanimously carried, it was resolved that the 
New York Preservers Association, Inc., is fully in favor of plant inspection by 
Food and Drug Administration personnel and further that it is in favor of and 
will support legislation allowing such plant inspection by food and drug 
inspectors, 

We are happy to state that our members have always fully cooperated with 
your department and will continue to do so. 

Respectfully yours, 
New YORK PRESERVERS ASSOCIATION, IN«¢ 
By Rosert M. RusINSTEIN, Counsel 


{From the United Fresh Fruit and Vegetable Association, Washington, D. C.] 


UNITED FRESH OUTLOOK 


* 


* Kk oa . * © 

Food and drug inspectors of United States may enter premises of food proces 
sors only when the latter grant permission. Supreme Court said so in recent 
decision, based on conflicting paragraphs in law. We believe Congress intended 
to permit these inspectors to have free access to food plants. Such access is 
necessary in the public interest. It is expected corrective legislation will be 
introduced at the coming session. 


* : * * * * - 


UNITED STATES WHOLESALE Grocers’ ASSOCIATION, I) 
WASHINGTON, D. ( 
BULLETIN, DECEMBER 18, 1952 


WAREHOUSE AND PLANT INSPECTIONS BY THE FEDERAL FOOD AND 
DRUG ADMINISTRATION 

The food warehouse and plant sanitation inspection program of the Federal 
Food and Drug Administration has been virtually destroyed by defects in the 
Food, Drug, and Cosmetic Act, which the Supreme Court on December 8, found 
gives the Administration no authority to inspect when the warehouse or plant 
operator refuses consent. 

All wholesale grocers are affected by this decision because warehouses 


han 
dling foods that have moved in interstate commerce, even if their own 


ails 
tribution is entirely intrastate, are covered by the sanitation and other pro 
visions of the Federal Act. (See previous Supreme Court decision in the Sulliva 
case, USWGA Bulletin No. 408, February 27, 1948.) 
We believe most wholesale grocers, like most other food distributors and man 
ufacturers, favor enforcement of the act to eliminate insanitary warehouse 
and plant conditions and contamination as well as other adulteration and 


nis 
branding of food products Such is in the interest both of 


fair competition 
and of good public relations for food manufacturers and distributors and publi 
acceptance of their products, as well as of consumer protection 
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Ve believe most food manufacturers and distributors will voluntarily coop- 
erate with the Food and Drug Administration by consenting to any request for 
permission to inspect their establishments at reasonable times, despite the 
Supreme Court ruling that they may refuse such permission, and will readily 
cooperate with any suggestions for sanitation improvements. 

And we plan, pursuant to consideration by your USWGA executive committee, 
to support the corrective amen’ment to the act which the administration is 
expected to propose for the purpose of giving it the needed authority to inspect 
at reasonable times, although reserving the right to criticize and make recom- 
mendations as to details of such an amendment. 
ition of all wholesale grocers are invited. 





fhe comments and cooper: 


Tue Great AtLtantic & Paciric Tea Co., 
New York, N. Y., December 15, 1952. 
Hon. CHARLES W. CRAWFORD 
Commissioner of Foods and Drugs, 
Washington, D.C 

Dear CoM MISSIONER CRAWFORD: We thought you would be interested in know- 
ing that, despite the recent S preme ¢ urt decision, we have notified all our 
plants that there is to be no change in our company’s policy of welcoming factory 
inspections by food and drug agents 

Our field buying offices have also been cautioned to exercise great care in 
inspection of suppliers’ plants and to report any indication that sup- 
inged their policy as to Federal inspections 


Sincerely yours, 








Ratepu W. Buroer, President. 


BEECcH-NutT PACKING Co., 
Canajoharie, N. Y., December 10, 1952. 
Mr. CHARLES W. CRAWFORD, 
Commissioner, Federal Food and Drug Administration, 


Washington, D. C. 
Dear Mr. Crawrorp: Notwithstanding the decision of the United States 
Supreme Court with respect to factory inspections, we hasten to assure you that 


more, we hope that legislation will be enacted which will make it possible for the 
Food and Drug Administration to continue its inspection work in the same 


our doors are open to the inspectors of your Department at all times. Further- 


orderly manner in which it has been done in the past 
With kindest personal regards, 
Yours very truly, 
Beecu-Nur Pacxine Co., 
G. W. SHARPI 


From the Monthly Bulletin of Di Cyan & Brown, No. 21, January 1953] 
REGULATIONS AND THE REGULATED 


Arising from the United States Supreme Court decision in the Cardiff case, 
steps are now in progress to present to Congress for enactment, revised sections 
703 and 704 to remove the legal contradiction concerned with the inspection of 
premises by the Food and Drug Administration. Inspection by the Food and 
Drug Administration is the bedrock of its enforcement activities. There is little 
doubt that an unambiguous section authorizing inspection by the Food and Drug 
Administration will be passed by Congress. In the interim, though a manufac- 
turer may legally refuse permission to inspect, it would appear logical to pre- 
sume, if he does so, that he harbors a condition that he wishes to hide. 

There is no doubt in our minds that drug and cosmetic manufacturers should 
cooperate toward the enactment of a clear inspection statute. It presently ap- 
pears that an inspection request upon written notice is an equitable and fair 
solution 
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THE EMULSOL CorpP., 
Chicago, 1U., December 29, 1952 
FEDERAL SECURITY AGENCY, Foop AND DruG ADMINISTRATION, 
Washingon, D.C 


by return mail, one dozen copies 





GENTLEMEN: It is requested that you forward 
of the release FSA—F29 dated as of December 24, 1952, dealing with the factory 
inspection problem. 

It is our intention to continue our policy of fully cooperating with Food and 
Drug Administration inspection personnel, and the additional copies of subject 
release are requested in order to acquaint our various plants and suppliers who 
do not receive your mailings with the reasons why a policy of continued cooper 
ation is advisable and in the best interests of the industry. 

Yours very truly, 
THE EMULSOL CorP., 
B. L. SLOAN 


Pp. 8 If there are any charges involved, we shall be happy to defray these 


expenses 


THE FRANK TRA AND SPICE Co., 
Cincinnati, Ohio, December 26, 19 
FEDERAL SECURITY AGENCY, Food AND DruG ADMINISTRATION, 
Washington, D. ¢ 
(Attention: Mr. C. W. Crawford, Commissioner of Food and Drugs.) 
GENTLEMEN: We refer to your bulletin FSA-F29 dated Wednesday, December 
24, 1952 
It is indeed unfortunate that the phraseology of the Federal Food, Drug, and 
Cosmetic Act was such that it has proved open to question 
We wish to go on record as having heen in full accord with all of the features 
of this act, both literally and in principle 
We have always welcomed inspections by the Food and Drug Administrat 
representatives and we certainly will continue to do so. We have felt that the 
Food and Drug Administration has always been very fair in thei ati t 
of the food manufacturers and that they have done a splendid j i roving 
the quality and cleanliness of packaged food in this country 
Sincerely yours 








R. E. Funsten Co., 
St. Louis, Mo., December 11, 1952 
Koop AND DRUG ADMINISTRATION, FEDERAL SECURITY AGENCY, 
itlanta, Ga 
GENTLEMEN: We have read the recent ruling of the Supreme Court stating 
that the Food and Drug Administration does not have the power to enter the 
plant of a processor or manufacturer for the purpose of making an inspection 
It is our feeling that the Food and Drug Administration is performing a neces 
sary and worthwhile service, and we regret to see its functions hampered by 
this recent ruling. In the past your department by its inspections has brought 
about improved sanitary conditions in the pecan industry 
To best serve the interest of the American people, our customers, we wish to 
extend to your organization an invitation to visit our plant at Albany, Ga., at 
any time for the purpose of making an inspection of the premises and our 
products. 
Cordially, 
R. C. MANGELSDORFP, 
Director of Research. 
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GENERAL Foops Corp., 
New York, N.Y... January 18, 19538 
Hon. CHARLES W. CRAWFORD, 
Commissioner of Food and Drugs, Federal Security Agency, 
Washington, D. C 

Dear Mr. Crawrorp: As is true, I am sure, of most food manufacturers, we 
have been following the comments evoked by the Un ted States Supreme Court’s 
decision in the Cardiff case nullifying the factory inspection provisions of the 
Federal Food, Drug, and Cosmetic Act. What has particularly interested me is 
the veirtually unanimous opinion expressed by representaives of all the affected 
ndustries that the public welfare requires restoration of the power to inspect 


Just for the record, the Cardiff decision, of course, in no degree changed 
General Foods’ attitude of cooperation with you in the inspection of its plants, 
ind we expect to continue to cooperat 


Sincerely, 
CLARENCE FRANCIS 


Grerver Propuctrs Co., 
Ire a / January 15, 1952. 
Re | ctory inspection law. Federal Food, Drug, and Cosmetic Act 


Mr. CHARLES WESLEY DUN) 
Counsel, Grocery Manufacturers of America, In 


Vew York, \. ) 


Dear Mr. DUNN: Your legal bulletin No. 1, dated January 5, 1953, was sub 


mitted to our management for consideration and advice It has been our policy 
io cooperate wholeheartedly with the Federal inspectors, and it is our plan 
not to change our policy even though the present factory-inspection provisions 
have been nullified by the Supreme Court 

It is our intention to support an amendment to restore the factory-inspection 
authorit There is no doubt that this type of legislation is needed in the interests 


f publ health and we 


Sincerely yours, 
CHARLES L. LoGspon, 
(ssistant Necretary. 


GLOUCESTER FISHING Co., Ine 
Gloucester, Mass., March 2, 1953. 


Unrrep STATES PurE Foop AND DruG ADMINISTRATION, 
Boston, Mass 


(Attention: Mr. Hart.) 


Drak Str: As you fully realize, the recent decision of the Supreme Court 





effecting the entrance of your inspectors to the various plants in this area is a 
terrific setback to the public and to the honest, quality-conscious processors 

Let this organization stand on record and offer your inspectors our full 
cooperation and prompt entrance to our plant at any time whatsoever. 

We of this company honestly appreciate the inspection privilege offered by 
the United States Pure Food and Drug Administration and intend to avail 
ourselves of it at every occasion 

Kee pup the good work 

Yours for top-quality products always, 
FRANK Gomes, Jr., Manager. 


INDIANA BoraNtc GARDENS, 
Tlammond, Ind., February 2, 1953 
FepErAL Foop AND DrvuG ADMINISTRATION, 
Chicago. Til 
Attention: Chief of Department.) 
Dear Sir: It has been brought to our atention that the Supreme Court upheld 
a contention that plant inspections could not be made without some type of legal 





permission 
Please be advised that our inspectors may tee free to inspect our plant at 
any time without previous notice to us and without previous legal permission 
Sincerely 
INDIANA BoTANIC GARDENS, 
By FRANCIS MEYER. 


= 
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THe IXL CReEAMERY Co., 
Colorado Nprings, ¢ Olo., February 138, 1953 
Districr Director, FepeRAL Fooo AND DrvuG ADMINISTRATION, 
Denver, Colo 

DEAR Sir: Having recently read of certain court decisions regarding oul 
agency, we just want to assure you of our complete willingness to Cooperate W 
your inspectors at any time 

You may consider this letter a full authorization for any of your inspectors 


to enter our plant at any time and examine any of our products or processes 
Very truly yours, 


PHILADELPHIA, Pa., Fel 14. 19 
Congressman WILLIAM T. GRANAHAN, 
Philadelphia, Pa 
Dean Mr. GRANAHAN: I have recently become aware of the plight of the 
Food and Drug Administration My interest became aroused upon discovery 


of a recent Supreme Court decision In the case of . S. v. Jra D. Cardiff. in 
which a decision was rendered in favor of the defendant, the Court said that 
mandatory inspection of the place of operations of the defendant was prohibited 


to the Food and Drug Administration 

Accordingly, Food and Drug Administration has ordered its inspectors to con 
tinue with its usual operations. Now, however, inspections of plants and ware 
houses are made at the option of the manufacturers This means that the tnann 
facturer can now hide filth and any other unfavorable condition Which ma 


exist in his establishment, and at the same time be protected by law f1 dis 
covery Since a great majority of the violators are caught by these inspections 
I am sure that the recent Court ruling does not conform with the original inte 
of the law 

In view of the above facts, I am urging you and your associates to int a 





gislation for purposes of Classification, and to return the original powers 


proper | 





intended to the Food and Drug Administration. Would you please be good 
enough to inform me as to whether or not any congressional plans have een 
formulated as yet to solve this problem? 

In the interest of the public, | urge your prompt attention to this ! tte 


Thank vou sincerel) 
Yours truly, 


NEW YorkK, N. Y., Februa 95, 195 
Commissioner CHARLES W, CRAWFORD, 
Food and Drug Administration of the Federal Security Administrat 
I have read your statement made before the New York State Bar Association 
in which you advocate cosmetic plant inspection by Food and Drug Administra 


tio! It seems very reasonable to me that products which go on a wormin’s 
face and lips should be made under sanitary conditions You have my whole 
hearted support for your measure I wish you success 


Dr. JOSEPH ScuULtTz, 


President, Lady Esther, Ltd 


E. S. Mirter LABoRATorIEs, IN¢ 
Los Angeles, Calif., December 19, 1952 


FEDERAL SECURITY AGENCY, Foop AND DRUG ADMINISTRATION, 
Washington, D. C 


GENTLEMEN: We learned of the Supreme Court’s decision in the Cardiff case 


with a great deal of concern While we do not question 


he legal basis for e 
decision, we can only deplore the handicap it places upon the work of the 
Administration; the right of inspection, we feel, is not only for the protection of 
the public but serves the best interests of the industry 


34455-——5 6 
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the situation by requesting that Congress 


You will no doubt seek to remedy 
We would favor an amendment grant- 


iss Suitable amendments to the statute. 
the Administration the right of inspection, provided suitable safeguards are 


ne 

corporated to prevent arbitrary and unreasonable exercise of this right. 

Very truly yours, 

EB. S. Mrititer LABorATOoRIES, INC., 
BE. T. Marcoris, M. Se., Ph. D., 

Technical Director. 


NATIONAL Biscuit COMPANY, 
New York, N. ¥Y., December 9, 1952. 


Mr. CHas. W. CRAWFORD, 
land Druas, Federal Security Agency, 


Commissioner of food 
Food and Drug Administration, Washington, D. C. 
Dear Mr CRAWFORD: We ! e noted the Supreme Court decision in regard to 
the admission of inspectors in food plants. 
We certainly feel that the law should be amended. 
Needless to say, your inspectors will at ail times have free access to our 
plants 
Sincerely yours, 
WHEELER Barto, General Counsel. 


Oror Foop Propucts C'O., 

Nebraska City, Nebr., December 16, 1952. 

Mr, SAMUEL ALFEND, 
Care of Food and Drug Administration, 
Kansas City, Mo. 
DEAR Mr. ALFEND: Despite the recent Supreme Court decision on the so- 

alled Cardiff case, until further notice we want to extend to the food and drug 
iy of the inspectors of that department the privilege of visiting 





department and : 





ur plant the same as they did previously 
\\ ht remark that our contact with this department and yeur office has 
been satisfactory and your attitude of friendly fairness and impartiality has 
been appreciated by the officers of this company. We think the food and drug 
department has an important part in assuring good quality of all food products 
r general consumption It is a pleasure to give our unbiased support to your 


g00d work, 


Very truly yours, 
OTOE Foop Propucts Co., 


LoyaAL EK, SHANNON, 
Sales Manager. 


ark Drue Co., 
New York, N. Y., December 29, 1952 
FEDERAL SECURITY AGENCY, Foop AND DruG ADMINISTRATION, 
New York, N. Y. 

GENTLEMEN : We have read with interest the December 24 release (FSA—-F29) 
mailed to us by the bureau in Washington We are in perfect accord with the 
stand taken by the Federal Security Agency that the Food, Drug, and Cosmetic 
Act should have teeth to make it effective. 

We have had inspections from time to time Occasionally the time selected 


was not too convenient for us. However, as far as the inspection itself was 
concerned, we were always glad to be of service. Please accept our assurance 
that we are ready and willing to continue to cooperate in the future. 





Very truly yours, 
L. KvarzKkir, President 
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IRELAND, IRELAND, STAPLETON & PRYOR, 
Denver, Colo., January 7, 1953 


Re The Food and Drug Administration—Cardiff case in the United States 
Supreme Court. 

Senator EpwWIn C, JOHNSON, 
Senate Office Building, Washington, D.C. 


DEAR SENATOR JOHNSON: As I have talked on previous occasions, I have had 
many contacts with the Food and Drug Administration of the Federal Security 
Agency both here in Colorado and in Washington. In 1951, as you will recall, 
I was fortunate to win a decision against the Food and Drug Administration in 
the United States Supreme Court for the Pure Food Manufacturing Co. of Den 
ver. Regardless of our personal differences of opinion in the imitation jam 
case, I have always held the work of the Food and Drug Administration in a 
very high regard. Any legitimate food manufacturer is primarily interested in 
the clean and wholesome products being distributed to the consuming public. 

However, I do want to point out the decision in United States v. Ira D. Cardiff, 
which was decided on December 8, 1952, by the United States Supreme Court 
In that case Justice Douglas held that there was no legal compulsion under 
the existing food and drug laws on the part of a plant owner to admit inspe 
tors if he does not want to do so. Naturally I was quite shocked at the results 
of this case inasmuch as the proper administration of the food and drug laws 
is possible only by inspection at the source of supply; namely, the factory Al 
though it can be maintained that some inspection can be made after the products 
have left the factory, there are multiple problems caused by the wide distribution 
of products after they leave the point of manufacture that make enforcement 
exceedingly difficult under the Card ff case. 

While the Cardiff case was pending in the Supreme Court, I assured Mr. 
George P. Larrick, the Deputy Commissioner of Food and Drugs, that I would 
do everything possible should there be an adverse decision in the Supreme Court 
to see that the law was amended to provide for adequate factory inspection. In 
view of the decision I feel that prompt action must be taken by the new Congress 
to amend the food and drug law so that there will not be a breakdown in the 
administration of the laws which has been so singularly successful since 1988. I 
am enclosing a copy of the release of the Federal Security Agency on this prob 
lem which was sent to me and which, if you have not already seen, is I think of 
paramount importance. You will note on page 3 of the enclosed material that 
ge groups of manufacturers are wholeheartedly in support of the proposed 
legislation and I believe that opposition can only come from fringe operators 
who have been either largely eliminated or greatly subdued during the last 14 





years. As illustrative of the attitude of food manufacturers and distributors, 
I talked with Mr. Brown W. Cannon, director and vice president in change of 
western sales of Beatrice Foods Co. here in Denver Mr. Cannon tells me that 


since the decision he has notified all his plants and stations to voluntarily permit 
any and all food and drug inspectors to inspect the Beatrice Foods Co. operations 
at any time. In addition, Mr. Cannon states that the Beatrice Foods Co. is 
wholeheartedly behind the desires of the Food and Drug Administration to 
provide such compulsory inspection 

I feel so strongly on this matter that I am writing Mr. Larrick that I will 
do anything that he su¢gests in the way of testifying or otherwise to help in this 
real emergency. I, however, wanted to acquaint you with my feelings in the 
matter in the hope that you would concur not only with the attitude of the 
Food and Drug Administration but all of the food manufacturers with whom 
I have talked and support the amendment of the food and drug law providing 
lor compulsory inspection 

With kindest personal regards, I remain 

Yours very truly 
IRELAND, IRELAND, STAPLETON & PRYOR 
By BenJAMIN F. STAPLETON, JR. 


The Cuarrman. Mr. Dolliver? 

Mr. Douuiver. I note, Mr. Crawford, from your statement, that you 
refer to a number of refusals which have been given to your Adminis 
tration or inspection by your inspectors. 

Could you give us any idea of what percentage of refusals you have 
had as compared to those businesses that have allowed inspections to 
take place? Are they a minority ! 
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Mr. Crawrorp. It is extremely small: although the number has in 


creased sharply. Before the factory inspection section was enacted 
in the 1938 law, we were receiving I should say less than 5 percent of 
refusal! : A fter that was passed, the refusals dropped practically to 
zero. Mavbe we had 1 or ¥ in 2 or 3 vears, or something like that: 


hal ks 
less than l year, | should say. 

Since this decision in December, up to a few days ago, when these 
statistics were conipiled, there had been 18 refusals, which amounted 
to about a half of 1 percent 

Mr. Dotitiver. Do I understand by vour remarks that since the 
decision in the Cardifi case there has been a sharp crease in the re 
fusals to inspect ¢ 

Mr. Crawrorp. That is right, Mr. Dolliver. 

Mr. Dovniver. T assume that up to the time of the Cardiff decision, 
most of the industry affected by this inspection Was operating on the 
assumption that the inspections were compulsory, that they had no 
choice: Is that true? 

Mr. Crawrorp. [think that istrue. I think that is true on the part 
of verybody, both Ih Industry and in Government. 

Mr. Dotuiver. Do you anticipate that unless remedial legislation is 
enacted, there will be a continuing sharp increase in the refusals of 
Inspection 4 

Mr. Crawrorp. [think probably it will rise up to a level as high as 
it was before the 1938 act was enacted. 

Mr. Dotuiver. Would that present a serious problem ¢ 

Mr, Crawrorp. That is right. Although percentagewise, very few 
would refuse, the number of those who do refuse is substantial, and 
{put is sufficiently substantial to pretty well upset the smooth 
n and the flow of sound, safe, properly labeled goods to 


their ot 
operatio 
COnSUMers. 

Mr. Douutver. Actually, your inspection service, like nearly any 
governmental inspection service, is concerned with people who are 
margin | in their operations, so TO speak ¢ 

Mr. Crawrorp. That is right. 

Mr. Dotiiver. The reputaole manufacturer and distributor is 
erally glad or more willing to comply with the Pure Food and Drug 
Act. 

Mr. Crawrorp. That is right. Some of the larger firms occasion- 
ally do let their foot slip and get some bad food out on the market. 
But the principal trouble is caused by the so-called marginal op- 
erators, the fringe operators. 

Mr. Douutver. That is all, Mr. Chairman. 

Thank you. 

The CHarrMan. Mr. Heselton / 

Mr. Hesevron. Mr. Crawford, would you have any objection to 
the provision that the inspector should leave a duplicate of some 
kind on his report with the firm that has been inspected ¢ 

Mr. Crawrorp. The inspector tells the management of the firm 
before he leaves the place what he sees that he thinks is wrong with 
the place. fe asks a responsible member of the management to 
accompany him on the inspection, if he wishes, so that he can point 
out, as he goes through it, what is wrong. And if he is not accom- 
panied, the inspector looks up a responsible representative of the 


gen 
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management at the completion of the inspection and tells him in 
detail what he thinks is wrong. 

I have no objection to making provision for a wider use than we 
make now of a type of checklist that many States use, where forms 
are employed setting forth the various points to be looked for in 
certain types of factories, and a check is made where unsatisfactory 
conditions are discovered. In other words, I have no objection, 
certi amly, to the Inspec tors confirming to the management in writing 
what they tell the management orally, and they are under instructions 
to tell the management orally all that they see that is likely to le: a 
in their judgment and in their experience, to violations of the law. 

Mr. Hesevron. | raised the question, because I understand that 
the suggestion will be made to the committee, and I also understand 
that practice of a report being either left with or mailed to the firm 
that has been inspected is already in existence and has been in exist- 
ence for some time in New York, I think, and Connecticut, ang prob- 
wb ly some other States. 

The reason I put the question to you was because as I understood 
your statement of policy, it would seem to me, if the policy is good, 
certainly you should strengthen it in terms of an administrative 
ruling. Or even a requirement of law might be equally effective. 

I realize, as you indicated, that there are certain cases where you 
might be prejudiced in terms of legal action, but 1 would think that 
could be corrected by leaving with the Administrator discretion to 
deny that privilege wherever he determines there was deliberate 
violation of the laws or of the regulations. 

Mr. Crawrorp. Well, that determination must be made frequently 
by the inspector, out of the circumstances as they arise, when hie sees 
an effort to deliberatively cover up something. 

The whole thing, I think, can be taken care of administratively, 
Mr. Helselton. We have never had any particular demand for a 
submission of a copy of our factory inspection report. Within the 
last year, and particularly within the last few months, there have 
heen a lot of questions raised concerning our furnishing a copy of 
the inspector’s report to the manufacturer. I don’t think that is 
quite the answer. The inspector's report may not be typewritten and 
prepared for days and perhaps weeks after he has made the inspec- 
tion. The serviceable thing is, it seems to me, to give the manufac- 
turer the information on the spot, at the time that the inspector is 
there. And I would hesitate, too, to see a rule which would break 
the relationship of confidentiality that ought to exist between the 
inspector and his boss. I think the inspector ought not to be required 
to tell the plant everything he tells his boss, although I think that 
the inspector should tell the management everything that he sees 
wrong or thinks he sees wrong about the plant, or sees that is sus- 
picious about the plant. 

Mr. Heserron. I understand there are instances where an inspector 
will pick up a product, and it will be an: alyzed, subject to test. In 
those instances, are the results of the tests furnished to the person from 
whom the property was taken ¢ 

Mr. Crawrorp. If the inspector picks them up at the factory, he 
usually is getting a very sm: all sample, which might throw some light 
on what the inspector has seen. They are not of a sufficient size 
ordinarily to be determinative or useful in a legal action. Our samp- 
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ling is usually much more comprehensive when we are going after 
official samples from interstate shipments. 

Ordinarily, we do not furnish the plant from which we obtain these 
small investigational samples during factory inspection with a copy 
of our analysis. The plant can take a sample at the same time that 
the inspector takes one, if they wish to, and have it analyzed them 
selves. We have felt that to furnish analy ses as a routine thing would 
be assuming the functions of commercial chemists whom the industry 
may employ. And we cannot get ourselves into the position of ex 
pending funds as commercial analysts from money that is appropri- 
ated for the enforcement of the law. 

Mr. Hesevron. Well, it is rather difficult for me to follow you on 
that, since I assume the test is made and some kind of a report is 
submitted to somebody. All that would be involved would be the 
insertion of carbon paper and a copy, and you could send it out unde 
franked mail. 

Mr. Crawrorp. The copy might be quite misleading. As I say, the 


sample might not be a proper sample upon which to form a judgment. 


It might be merely inferential. Those samples are usually taken to 
mive us some idle as to where the ‘e may have been something that 
occurred in the plant which the inspector did not see which is worthy 
ol looking at in an Interstate sample. In other ord should we, as 


a result ot what has beer oul cd by the mspecto} in this plant, or by 


the examination of samples he may have collected there, go to the 


trouble and expense of collecting a sample of this firm’s goods from 
in interstate source? Thi mple itself would be merely persuasive, 
perhaps, as to whether we should or whether we should not. 

Mr. Hi SELTON. OFT course, eve} t} ough a ubst intial part of the 
business affected upporting the administration’s rightful inspec 
tion, and even assuming, and I do assume, th 1 vel large part of all 
the inspection is well handled, still we are in a field, and I think we 


all recognize it, where a quite broad power IS given: and even though 


we are sympat! c to the opyectives, it does o tO me that your 
, , . } 4 2° - 1.4 
excellent statement about the value of voluntary compliance might 


lead the administration to think a bit as to whether they could not in 
turn help the industry achieve the objective it had in mind when it 
said it would like to have these reports. Because good or bad, they 
would be helpful to them. 

Mr. Crawrorp. We would be very glad to do everything we can of 
that kind. We have to safeguard against this being used by anybody 
that is not too careful—that Food and Drug has examined this and 
found it all right. We have been concerned about that phase of it. 
Mr. Heselton, frankly. 

The Cuarmman. Mr. Bennett ? 

Mr. Bennerr. Right on that point, Mr. Crawford, if you took a 
sample from a factory and found it was a violation of the law, would 
you not then, in such a case, notify the manufacturer of the results of 
your tests / 

Mr. Crawrorp. We wouldn't know whether that is something that 
he is going to ship in interstate commerce or not, Mr. Bennett. 

Mr. Bennerr. What are you fooling with it for, then? You have 
no jurisdicition over it whatever then. 


o- 
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Mr. CrawFrorp. No, we don’t. What we are looking for is the source 
of goods that go into interstate commerce, trying to judge whether 
they are good, bad, suspicious, indifferent, or what. 

Mr. Bennett. All psd Let us take a case. You go to a manu- 
facturer of goods, let us say, that you know is engaged in interestate 
commerce. ‘There is no sauniion about it. You go to his factory, and 
you pick up a sample of some goods he is processing for manufacture. 
You take it back to your laboratory, and you find that as a result of 
your test that particular product is in violation of the law and your 
regulations. Do you not in such a case notify the manufacturer of 
the results of the test ? 

Mr. Crawrorp. I do not know of any case where there has actually 
occurred anything like that, Mr. Bennett, unless there was some warn 
ing given by the inspector during inspection. I don’t recall having 
discovered something by analysis that is positively significant over 
and above what the inspector was able to report to us. 

Mr. Bennerr. Are not some of your violations determined by tests 
that you make, laboratory tests? 

Mr. Crawrorp. Oh, yes. 

Mr. Bennetr. That is what I am talking about. 

Mr. Crawrorp. But you can usually spot them, if you are making 
a factory inspection. You can frequently do that, at any rate. 

Mr. Bennett. I am not talking about what you can usually do. I 
am talking about the specific case where you make a laboratory test 
and you find that the man is in violation, that what he is doing is in 
violation of the law. As I understand it, you do not in such a case 
give the factory, or the manufacturer, the results of your analysis. 

Mr. Crawrorp. Well, we usually do not report that, for the simple 
reason that that sample is usually indeterminate. 

Mr. Bennett. Is usually what / 

Mr. Crawrorp. Is usually indeterminate. It is not of a sufficient 
size to determine whether or not, if that batch from which it was 
taken were shipped in interstate commerce, it would constitute a vio 
lation of the law. 

Mr. Bennerr. Do you not think it would be well, where you take 
a sample—I want to be sure you understand what I am talking about. 
I am not talking about giving the manufacturer the result of the test 
where you find there is no violation of the law. I am talking about 
the case where you take a sample, something from a batch that the 
manufacturer is making, and you take it back to your laboratory and 
analyze it, and you find that it is impure or unsafe for human con- 
sumption for one reason or another, and hence the manufacturer is 
in violation of the law. Do you not think in such a case you should 
tell him what you found ? 

Mr. Crawrorp. There might be cases where we would do that, Mr. 
Bennett. We try todo the fair thing. But, at the same time, if there 
is a likelihood that he has shipped that material in interstate com 
merce, we would want to be finding whether that was on the market 
or not. 

Mr. Bennetr. What is the difference whether it is on the market, 
if he is manufacturing it to put on the market? It is the same case, 
is it not? 

Mr. Crawrorp. Well, we don’t know what happened to the lot we 
sampled. 








84 FOOD, DRUG, AND COSMETIC ACT 


Mr. Bennetr. It seems to me you should. 

Mr. Crawrorp. We could not, because the epenne merely takes 
the sample from the factory, and this material may be distributed 
either locally or interstate months and months after we are in there. 

Mr. Bennetr. If you are going to give the public what it seems to 
me you are trying to give them under the law, and you do not inform 
the manufacturer when you find out by laboratory analysis that he is 
in violation of the law, how is he supposed to know ? 

Mr. Crawrorp. If we do that uniformly, Mr. Bennett, we are going 
to run into some of these men, and have done so, who, when the *V find 
hat we have that much evidence on them, will spirit this material 
away, either in intrastate or interstate commerce, and we will never 
find it. That is one reason that we have been rather reluctant to do 
the sort of thing here that you have suggested. We have been im- 
pressed with the necessity of trying to enforce the law uniformly and 
trying to make our acts as uniform throughout as it is possible to do. 

Mr. Bennerr. But, if a manufacturer make an honest mistake m the 
composition of the product he is putting out, and through your facil- 
ities, laboratory facilities, you discover that fact, do you not think he 
should be told, not only for his good but for the public good, of the 
results of your examination / 

Mr. Crawrorp. I think that is true: and, where that is true, it would 
be our policy to do just that, Mr. Bennett. 

Mr. Bennett. Is there any agreement between Food and Drug and 
the industry which you supervise as to the scope of the authority, 
your author ity, in making these inspections / 

Mr. Crawrorp. No; I don’t think there is complete agreement as to 
the oe of the authority that is given under section 704 of the act. 

Mr. Bennerr. Now, you heard Mr. Dunn’s testimony this morning, 
did vou not! 

Mr. Crawrorp. Yes. 

Mr. Bennerr. He said that the meaning of the scope of the investiga- 
tion was crystal clear to him, but that his inter pretation of the mean- 
ing was entirely different from that of the Food and Drug Adminis- 
tration. Is that also your understanding ?/ 

Mr. Crawrorp. That he disagrees with our interpretation / 

Mr. Bennerr. That his interpretation is different from yours. 

Mr. Crawrorp. Yes. That istrue. I understand that is true. 

Mr. Bennerr. Under your interpretation of the scope of your in- 
spections, do they include patent formulas or trade secrets, methods 
of composing or putting together certain products? “Know-how,” 
Mr. O'Hara says. 

Mr. Crawrorp. May I answer that question in a longer statement 
than just a “Yes” or “No”? Because I think it is important to set 
this operation in its proper background and as it actually operates. 

Our testimony has shown that the 1906 act contained no factory 


inspection authority. Nevertheless, it was soon discovered that that 
Was the most eflicient way to conduct an enforcement plan, basing it 
squarely upon what was found in the factory. The orginal instruc- 


tions that were issued to the inspectors directed them that, notwith- 
standing the lack of authority, they should inquire of the factory 
management for all the information that was pertinent to and reason- 
ably relevant to the compliance of the output of that establishment 
with the requirements of the law. About 95 percent or more of all of 
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the factories responded, and have continued to respond up to this day, 
to that same request on the part of our i spectors 

When the act of 1938 was passed, those instructions to inspectors 
were not changed. We were not concerned too much about whether 
the law would compel a response to every question we asked because 
there are many, many questions that an investigative group must 
<, that the FBI, for example, must ask, that could not be spelled 
out inany formula. 

The questions that are asked must depend upon the circumstances 
of the case, and no two of them, perhaps, are quite alike. 

So we have not undertaken to confine ourselves at all to inquries that 
are specifically authorized by any provision of the act itself, 
tion 704 or otherwise. 

Mr. Bennerr. But I take it that you feel that you have broadet 
authority in these inspections under section 704 than the industry that 
you inspect feels you have. 

Mr. Crawrorp. Yes: I feel that. But I think it has been an aca 
demic question up to date. 

Mr. Bennerr. Academic or not, there is a difference of opinion be 
tween your agency and the industry as to what the language of the 
inspection authority in section 704 means. Is that not a fair 
statement ¢ 

Mr. Crawrorp. ae isright. 

Mr. Bennerr. Under those circumstances, do you not think it 
would be proper to clarify this language, so that everybody would 
underst: ancl more clearly what it is intended to mean? 

Mr. Crawrorp. We would be very glad to see the language clari 
fied. But I know how impossible a task it would be to specify just 
exactly what the Inspector shall be given and what he shall not be 
given, when you run through the whole gamut of situations that are 
likely to arise in any investigative proceeding of this kind, particu 
larly when you are having to deal with some of the racketeer types, 
as we do occasionally. 

Mr. Bennett. Well, in your inspection experience, have you run 
across cases where it has been necessar y to ex: mi ne the secret formu 
las or trade-mark know-how that go into a product in order to deter- 
mine whether there is a violation as to safety and what not under 
this act? 

Mr. Crawrorp. Well, we have certainly found it extremely useful 
to examine formulas and a great deal of other material that is avail 
able in the factory, not only to trace down violations that have 
occurred and explain why bad effects are being caused by certain goods 
in interstate commerce, but frequently to prevent those goods from 
ge tting out into interstate commerce. 

Mr. Bennerr. Do you think you could properly administer this 
law if you were prohibited from examining the secret formulas and 
processes of the manufacturers / 

Mr. Crawrorp. No; I don’t — we could, Mr. Bennett. 

Mr. Bennett. You think it is necessary for the proper enforce 
ment of the law? 

Mr. Crawrorp. On occasion I think it is. I think there are ocea 
sions when that information would be of vital importance. 

Mr. Bennerr. And do you think that should be discretionary on 
the part of Food and Drug: I mean, the anthority to examine a spe 
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cific formula or process ¢ Do you feel the right to do so should be in 
vour discretion ¢ 
' Mr. Crawrorp. No: I haven't suggested anything of that kind. 
As a matter of fact, we have gotten along so well under the law as 
it now stands that we are willing to continue with the present author- 
ity that we have. 

‘Mr. Bennerr. I understand that. But what I am trying to find 
out is what you feel is the extent and scope of your authority, and 
how you will construe it if this bill is passed. 

Mr. Crawrorp. We would plan on 
the last 15 years, Mr. Bennett. 

Mr. Bennerr. You put your interpretation on it as you have in 
your briefs and arguments before the Supreme Court in the Cardiff 


case ¢ 


oOIng ahead just as we have in 


Mr. Crawrorp. Wherever the things that were mentioned in that 
brief and argument are of importance to determining the compliance 
of the output of the establishment with the terms of the law, we 
would not hesitate to ask those questions. 

Mr. Bennett. That is all, Mr. Chairman. 

The Cuatrrman. Mr. Beamer? 

Mr. Beamer. Mr. Crawford, just a bit of information in regard to 
your particular agency. Do you have any figures or estimates on 
the number of factories that are required to be inspected yearly ? 

Mr. Crawrorp. Are required to be inserted ? 

Mr. Beamer. Or that you inspect yearly. 

Mr. Crawrorp. We are inspecting about 11 percent of some 77,000 
factories and major warehouses in the count ry. 

Mr. Beamer. How many employees or inspectors do that particular 
job? 

Mr. Crawrorp. About 205 inspectors. 

Mr. Beamer. How many 4 

Mr. Crawrorp. About 205. 

Mr. Beamer. 205 in the entire United States? 

Mr. Crawrorp. That is right. 

Mr. Beamer. And then are they concentrated in various areas to 
take care of seasonal work, for example? Or are they assigned 
permanently ¢ 

Mr. Crawrorp. We cannot cover the waterfront. We have to have 
a program of operations, and we concentrate them where we think 
they can do the greatest good in terms of public protection. 

Mr. Beamer. Spot checking? 

Mr. CrRawrorpD. Spot checking is right—but planned spot checking. 

Mr. Beamer. Then is it conceivable that in the spot-check method 
there are many factories today that are producing products that prob- 
ably are not quite up to the standards that they should be? 

Mr. Crawrorp. Yes, it is possible. We are guided somewhat, as 
to the plants we inspect, from what we hear from competitors, from 
consumers, and by what our experience has been in preceding years. 

Mr. Beamer. May I ask approximately how many prosecutions are 
requested each year out of the inspections that are made, all types? 

Mr. Crawrorp. Criminal prosecutions? 

Mr. Beamer. I will get to that later—criminal or civil, whatever 
type it is. 
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Mr. Crawrorp. Well, the number of seizures has been running some 
where between 1,600 and 2,000 in the last few years annually. 

Mr. Beamer. However, approximately 77,000 factories are included ? 

Mr. Crawrorp. If you will excuse me a moment, I think I have the 
figures here. 

1,651 seizures during fiscal 1952. 

Mr. Beamer. 1,651 during 1952? 

Mr. Crawrorp. Yes. 15 injunctions. 263 criminal prosecutions. 

Mr. Beamer. Now, are these 263 criminal prosecutions a result of 
the 1,651 particular seizures or reports that were made? Or is that 
in addition ¢ 

Mr. Crawrorp. No, they are separate legal actions, although the 
same goods may be involved in a number of those cases. 

Mr. Bi AMER. Are these inspectors paid a respectable salary that 
keeps them on the job over the years? Are they reasonably perma- 
nent in your employment ¢ 

Mr. Crawrorp, We are having a relatively small turnover in our 
inspection staff. 

Mr. Beamer. Do thev have rather long years of service, most of 
them / 

Mr. CrawFrorp. Most of them have long years of service, yes. They 
are not given any important tasks in our service until i the ) have served 
at least a year, ordinarily. 

Mr. Beamer. I am wondering if there is a change in personnel, have 
you found much difference in the reports that the different people 
have sent in, inspecting the same factory on successive occasions ¢ 

Mr. Crawrorp. Yes, we have f und some difference between the 
reports on the same factory by diffe ‘rent inspectors 

Mr. Beamer. In other words, there is the human element that enters 
into it? 

Mr. CRAWFORI Not on ly that. but ec nditions ch: mge from time to 
time, and they may change between visits by the inspector. 

Mr. Beamer. The question was raised earlier that perhaps on these 
criminal prosecutions that you mentioned—is that the case with most 
other agencies, that criminal prosecution or suits are brought, or is it 
usually the case that civil suits are brought? 

Mr. Crawrorp. Food and drug legislation, both State and Federal 
traditionally has had both seizure provisions and criminal provisions. 
That was true of the act of 1906. 

With the passage of the act of 1938, still another sanction was added, 
that of injunction. 

Mr. Beamer. I had the feeling—and I repeat again I am not an 
attorney—that most of the agencies brought civil suits and this was 
probably one of the few agencies that brought criminal suits. Is that 
right? 

Mr. Crawrorp. I think most of these regulatory laws have both 
criminal and civil sanctions. That is my understanding of it. I would 
rather you would inquire of a lawyer, though, Mr. Beamer. I am not a 
lawyer either. 

Mr. Beamer. We can sympathize with each other, then. 

I was wondering in that connection: If a product is seized, how long 
is it usually until the case is brought to trial? Or does that vary? 

Mr. Crawrorp. Oh, it varies all over the lot. 
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Mr. Beamer. Have there been cases where the case was not brought 
to trial for 2 or 3 years? 

Mr. Crawrorp. Yes. 

Mr. Beamer. Well, in that event, who sustains the loss in case the 
product is proven not to be as alleged ¢ 

Mr. Crawrorp. | suppose whoever owns the seized goods. That 
isa rare sort of thing. Ifa person has a claim to seized goods, and they 
want to contest the case, or they want to come in and take it down 
under bond to recondition it—— 

Mr. Beamer. Is it not true that many of the cases have not been 
adjudged by the courts in your favor? 

Mr. Crawrorp. We lose very few of our cases. We lose them occa 
sionally, but we don’t lose very many. 

Mr. Beamer. It would be interesting perhaps to have in the record 
how many have been lost and how many have been won. 

Mr. Crawrorp. We would be very glad to supply that information. 

(The information referred to follows:) 

DEPARTMENT OF HEATH, EpUCATION, AND WELFARE, 
Foop AND DruUG ADMINISTRATION, 
Washington 25, D. C., June 4, 1958. 

Hon. CHARLES A. WOLVERTON, 


Chairman, Committee on Interstate and Foreign Commerce, 
House of Re prese ntatives, Wasi) nagton 25, dD. Cc 

DreaR Mr. CHAIRMAN: In my testimony of May 19 on H. R. 2769 et al., I promised 
to submit for the record a statement showing the number of court cases lost in 
the enforcement of the Federal Food, Drug, and Cosmetie Act. 

From january 1, 1948, to May 15, 1953, a period of 5 years, 4144 months, 9,887 
cases were instituted. Of these, 1.781 were criminal actions, 8,029 were seizures, 
73 were injunctions, and 4 were contempt actions for violation of injunctions. 

Of these cases, 157 were contested, of which 67 were criminal actions, 57 seiz- 
ures, 9 injunctions, and 4 contempt actions, a total of 137, or 1.4 percent. 

Of the cases contested, 27 were lost, 16 being prosecutions, 9 seizures, and 2 
injunctions, or 0.27 percent of the total casessand 19.7 percent of the contested 


cases 
I trust this furnishes the information desired. 
Very sincerely yours, 
C. W. CRAWFORD, 
Commissioner of Food and Drugs. 

Mr. Bramer. I would like to pursue the thing Mr. Bennett men- 
tioned a moment ago in regard to analysis. May I ask this: When your 
inspector takes a product for analysis, it may be taken out of the fac- 
tory or out of some warehouse or some other place, perhaps at a distant 
point. Isa suit brought against the manufacturer in the place where 
the product was taken, if it is at a distant point ? 

Mr. Crawrorp. Seizure proceedings occur wherever the goods are 
found. That is, the United States court there, through its marshal, 
will attach the goods and bring them under seizure. There is a pro- 
vision, however, for the transfer of the trial of certain of those cases 
back to a jurisdiction adjacent to or near where the claimant may 
reside. 

Mr. Beamer. Well, is that the general practice, then, to bring it back 
to a court near their location. 

Mr. Crawrorp. A great many of those cases are brought back to an 
adjacent or nearby jurisdiction for trial. 

Mr. Beamer. Let me ask you another question. 

I do not want to prolong this. because I know we have discussed this 
at oreat leneth before. 
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When your Inspector takes a sample, let us say at a distant point, 
would it seem fair that the factory that manufactures the produet 
likewise might have a sample out of this same batch, for analysis 
purposes ¢ 

Mr. Crawrorp. In observance of a provision now in the statute, we 
take twice the size of sample that we need for analysis ordinarily, and 
half of that is set aside for the owner of the goods in the event that 
he should want that. 

Mr. Beamer. Does he know when the seizure is being made, that the 
seizure is being made? 

Mr. Crawrorp. No, he doesn’t know that it is being made. These 
goods, you see, are being distributed, and seizure is a rapid process. 

The data showing violation are submitted through the Washington 
administrative offices and the General Counsel’s office back to the 
United States Attorney for the institution of the arrest proceedings 
of those goods. 


Mr. Dy AMER. That might mean a lapse ot considerable mol th or 


years, then. 

Mr. Crawrorp. No, only a day or two, usually. 

Mr. Beamer. Oh, then if any proceedings are charged against the 
claimant, he will know about it in a few days? 


Mr. Crawrorp. About seizure | ) 
know about it promptly after the goods have been seized. 

Mr. Beamer. Let me ask this question, which has been repeatedly 
asked of some other witnesses today: If a seizure is made and an 
analysis is made of that seizure, would it be fair, in your estimate, to 
give the claimant or the manufacturer a copy of that finding, of that 
analysis ¢ 

Mr. Crawrorp. Well, you have a lawsuit on your hands, Mr. 
Beamer, and the lawyers tell me that there is a regular way to proceed 
by discovery to get that information in civil cases, and that it is 
sometimes done. 

Mr. BEAMER. In other words, you want to have evidence that he 
does not know about ? 

Mr. Crawrorp. Not necessarily. 

Mr. Beamer. What I am getting at, Mr. Crawford: What you like 
to do, and what all of us I think have thought of in connection with 
your department, is that it is something that no one is afraid of, 
because it is only a small percentage, you have said, who are violators, 
so that the large majority of the people in the country desire to make 
a good product. We would not want to hold an umbrella over the 
violators. But for all these other people, is not your agency there 
to help them as well as to prosecute them ? 

Mr. Crawrorp. We have done that over the years, Mr. Beainer, and 
I am sure that the greatest majority, maybe 95 percent or more, really 
welcome a Food and Drug inspector into the plant. 

Mr. Beamer. They are not afraid of him? 

Mr. Crawrorp. I don’t think they are; no. 

Mr. Beamer. I hope not. 

Mr. Crawrorp. There are some that, if they have been violating 
the law. have reasons to be afraid when he walks into the plant. 

Mr. Beamer. I want to comment that Mr. Crawford and the others 
who have preceded him at the head of this oreat organizat n shoul 
be complimented, because the Food and Drug agency is one Govern 


roceedings, yes. He will usually 
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ment agency that is respected, and I hope it will retain the respect 
of the public. 

Mr. Pewiy. I was wondering, prior to the Cardiff decision, whether 
you had received many complaints concerning the arbitrariness or un- 
reasonablene SS of your ins pectors, 

Mr. Crawrorp. No; they are very few and far between. 

Mr. Py LLY. Have you any Insp ctor of iInspe tors, in other words, 
to mal sure tha ey do not accept samples and show favoritisin ¢ 

Mr. Crawvrorp. We are checking all the time to make sure that om 
people walk a straight and narrow path, and I think that the record 
is very, very wood ind ec, 

Mr. Peviy. One other question. In the Cardiff case, and [ think 
you are familiar with all the details and testimony of it, was the in- 
spection requested to be made at a reasonable time ¢ 

Mr. Crawrorp. Yes. 

Mr. Pecxry. That is all, Mr. Chairman. 


t 
1 
i 


ur 


The Cuarrman. Mr. Younger ¢ 
Mr. Youncrer. Mr. Crawford, I think that everyone 1s convinced 
of the importance of the inspections. I know not only from your testi- 


he committee 


1 1 1 ] 


mon here today but from the time you were before t 
before with your pictures, I had a hard time enjoying a meal for a 


lor @ time. | think we are all sincere about the necessity for these in- 
S} ctions Bui | want to go back a little | if to this drug question on 
the pharmacy question. 

As you know, the matter of prescriptions is a confidential matter 
rally protect that 


1 ] 
between t! aoctor and his patient, an | the iaws geil 
confidential relationship between a doctor and his patient. None of 


1 } 


Lie Crust that you na ment ned In your testimony here show any 
case where a prescription by an authorized pharmacy and a pharmacist 
who is eranted a license by a State is considered. 

Now, do you have cases where a registered pharmacist, in mixing 
drugs, filling a prescription, has violated the law ? 

Mr. Crawrorp. We do. 

Mr. Youncer. I mean outside of narcotics. 

Mh rAwrorp. Yes. Yes, we do. 

Mr. Youneer. You do not mention any of them here. 

Mr. Crawrorp. No; I have not mentioned any of them. We have 
several scores of them, I should say, in a year; several dozen of them 
at least. 

Mr. Youneer. Well, your report was that there were only two-hun- 
dred-some-odd violations that you prosecuted altogether, druggists, 
manufacturers, and all. 

Mr. Crawrorp. That is right. A substantial number are for unau 
thorized sales of dangerous drugs by the pharmacists. 

Mr. Yor NGER. Well. unauthorized sale ot drugs ¢ But I mean in 
filling a } rescription. 

Mr. Crawrorp. Some of those cases are where no prescription at all 
is involved, but where the article dispensed is one that is safe for 
ci pensing only upon prescription. 

Mr. Youncer. What I am trying to get at is: Have you any cases 
where there was a physician and a prescription, where the pharmacist, 
who was a registered pharmacist, violated the law in mixing the drugs? 

Mr. Crawrorp. Yes. We had a case where the physician had writ- 
ten a prescription for cortisone, a very expensive drug. I think the 


A” 
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cost of that prescription was $28. And the material that was dis 
pensed was ascorbic acid, worth a few cents. 

There are some cases of that kind. 

Mr. Younger. Well, 1 know. But did you discover that by examin 
ing the prescription 

Mr. Crawrorp. No: we did not discover that by exam y the 
prescription, but the prescriptions were vital to the case. May I tell 
you how this work operates / 

Mr. Youncer. Well, no: because I am not interested in going into 
the history of the thing. Al! I am trying to get at are cases where 
you have, by this use of a demand to see the prescriptions, proceeded 
in the case. Have you found anything wort! 


hwhile? Otherwise, 1 


do not see any reason for violating the confidence between a doctor 


and his patient. That is the point. Iam asking it because a lot of 
our druggists and pharmacists in our section are quite worried about 
that one feature. Not that you ex imine the drugstore, or anything 
else. The only thing they ask is that the confidence between the 
physician and the patient as far as the prescription is concerned be 


maintained. And that sounds to me to be reasonable. 

Mr. Crawrorp. We agree with you completely on that. There is 
a confidential relationship existing hetween the phy ielan, the phat 
macist, and the patient. 

Mr. Youncer. That is right. 

Mr. Crawrorp. But that relationship is sometimes abused, and we 
have that turning up in a number of our cases. 

Mr. Youncrer. Are the cases, in your opinion, sufficient in number 
and in importance to cause every inspector to have that right ? 

Mr. Crawrorp. Very definitely. Yes, very definitely. There are 
a great many of these cases that are very serious. They have to do 
with the dispensin 
that sort of thing. 

Mr. Younecrer. And you fee! that under 704 you have that right ? 

Mr. Crawrorp. I am not a lawyer. I don’t want to get into this 
legal debate. 

Mr. Youncrr. Well, let me put it this wav: You have been advised 
by counsel that you have that authority ? 

Mr. Crawrorp. And as an administrative officer, I believe that 
we should have that authority in order to protect the public. 

Mr. Youncer. Let us answer the first question first. 

Mr. Crawrorp. I will answer that “yes.” 

Mr. Youncer. Then, second, you think you should have that 
authority ? 

Mr. Crawrorp. Yes. 

Mr. Youncrer. That is all, Mr. Chairman. 

The Carman. Any further questions, gentlemen ? 

Mr. O'Hara. Mr. Chairman? 

The Cuatrman. Mr. O'Hara. 

Mr. O'Hara. Mr. Crawford, I believe it took some time to get 
through the Congress the last food and drug bill, known as the Tugwell 
bill. Is that not correct ? 

Mr. Crawrorp. That is true. The bill that was introduced was 
known by that name, and it took some 5 years to get the bill as passed, 


Mr. O'Hara. 


o of potent arugs upon forged prescription e and 
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Mr. O'Hara. And there were considerable hearings and debate. 
sometimes it passed one body and did not pass the other. 
Is th it not true ¢ 


Mr. Crawrorp. That is correct. 

Mr. 0 Hara. So when thev wrote in 704, the Congress spelled out 
the power of Tact iv inspe tion. Is that not true? 

Mr. Crawrorp. That is true. 

Mr. O'Hara. And is there any claim on your part now that the 
administrative practices which have been built up under the powers 


which vou claim under 704, or 301, or any other parts of the Food 


and D1 ug Act. your 1 ulings heretofore made, and the ins pections made, 
and the degree to which they are made, are in any way, by the passage 
of any of these bills, a corroboration of we administrative action and 
he admini trative rt nes «al cd the icdn Wn trative dee} sIONs which 


have been made ? 


Mr. Crawrorp. No, as a layman I don’t see how they could, Mr. 
O'Hara. Beeause there is so much that we do as an investigative 
and exploratory agency, through our held Ops rations, through our 
~( tifie laborat ries, and otherwise, that 1s not spelled out in the 
law and specifi ally authorized to be done. So I don’t think that the 
passage of this legislation would necessarily confirm the practices 
that we have built up in our administrative conduct. 

Mr. O'Hara. So that it is definitely understood that is your conten- 


| 4 


tion in supporting this legislation / 

Mr. Crawrorp. I have tried to make that clear in my statement in 
chief. 

Mr. O’Hara. I may have missed it. So now we have it for the 
record. Of course, 1 do not know any member of this committee, or 
any Member of Congress—as violent as it when you stop to think 
about it where you have the right of inspection, which is a search war- 
rant, and I am for your having an immediate search warrant to inspect. 
[ think anything other than that would be completely impractical. 

The thing that disturbs me is what happens when the inspector 
comes there and pulls outa badge or a piece of paper and says, “Tam 
here.” | know the people w ho have been in business and have smart 
law vers advising them tell them to be sure to have someone to be with 
the inspector and take a sample of everything the inspector takes. 
If he pulls out his camera, they may unfortunately stand in front of 
the camera or something like that. But I am thinking of the little 
guy, when this inspector comes in and says, “I am John Smith of Wash 
ington Food and Drug” and flashes his badge, and the poor fellow has 
a heart attack or a nervous breakdown, and he does not know what that 
inspector is making his inspection for. 

If the inspector is not overzealous and is completely fair, he may tell 
the man what he finds wrong to help him. You do not mean to tell 
me that all of these Inspectors fee] conversational enough to tell the 
factory manager what is wrong with his plant. They do not all tell 
them everything that they find th: at is wrong: is that true? 

Mr. Crawrorp. They are under instructions to tell everything that 
they see that, in their judgment oa within the scope of their compe- 
tence , they have reason to bel lieve is wrong, with the exception that I 
ol itlin eda while ago, where there is evidence of a deliberate, intentional 

violation or w cea we are dealing with somebody who has given clear 
evidence of being of the racketeering type. 
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Mr. O'Hara. How many oe the rackete ring type would you say 
were operating in food, drug, and cosmetic establishments 

Mr. CrawForp. We aaa a rash of them that we have to deal with. 

Mr. O’Hara. I do not doubt that, and I will be glad to confirm that. 
I was wondering to what extent. How many establishments are there 
in the country that manufacture food, drugs, and cosmeties in the 
various forms / 

Mr. Crawrorp. The latest number I have—and I cannot vouch for it 
complete accuracy—is somewhere in the neighborhood of 77,000 fac- 
tories and general warehouses. 

Mr. O’Hara. Would that include food, drugs, and cosmetics ? 

Mr. CRAWFORD. All of these commodities: yes. 

Mr. O'Hara. You have a force of how many inspectors? 

Mr. CrawForp. Right now I think it is 205. 

Mr. O'Hara. The thing that disturbs me next is, What happens after 
the j Inspector goes in there? Obviously, between vour testimony and 
Mr. Dunn’s testimony, there is a variance. There is a variance cbvi 
ously between your department and in the writ, or the petition for a 
writ of certiorari in the case which was filed in the Supreme Court. 
In that case which was decided, I have a copy of it, and I am going to 
read to you what your department claims they have the authority 
to do. 

Mr. Youncer. Will the gentleman yield for a question to clear the 
record / 

Mr. O'Hara. Yes. 

Mr. Youncer. You said a while ago you had 77,000. That includes 
all the pharmaceutical firms and all. Did you include the pharmacies ¢ 

Mr. Crawrorp. No: there are about 55.000 drugstores. 

Mr. Youncer. I wanted to clear the record, because it is 55,000 plus 
77,000 they imspect. 

Mr. Crawrorp. There are a lot of retail outlets for food, also, that 
could be added onto that. 

Mr. Youncer. That is right. I just wanted to clear the record. 
That is all. 

Mr. O'Hara. The thing that is disturbing me is what you claim 
your powers are as compared to section 704, Mr. Craw ford. In this 
petition wherein your department takes this position—and T am quot 
ing beginning on page 19- 

Factory inspection of a drug plant may include observation, photographing, 
and appraisal of the following factors on the premises : 

1. Condition of sanitation, raw materials, formula cards, actual manufacturing 
worksheets, batch records, weight and measuring controls, package techniques, 
sterility and pyrogen controls, potency controls, coding system, facilities for 
maintaining separate identity of each drug, cleaning of equipment between 
batches, quarantining of drugs until after clearance with control laboratory, 
qualifieations of technical personnel and the complaint file of the firm. Also, in 
addition, samples and labeling of doubtful materials are purchased from the 
factory for analysis and appraisal by Food and Drug scientists; and shipping 

cords relating to sources of raw materials, as well as to destinations of finished 
products, are examined and copied to facilitinte the removal of offensive mer- 
chondise from interstate commerce, 

Now, Dr. Crawford, where do you have any specific authority to 
take photographs? Where do you claim you have any specific an 
thority under 704 ¢ 

54455—53 7 











94 


First, Dr. Crawford, do you recognize the language I have just read 
to you as the language of the petition which your department filed 
for the writ of certiorari to the Supreme Court in the Cardiff case ? 

Mr. Crawrorp. Yes; I do. 

Mr. O’Hara. As to some of these there can be no dispute. They are 
covered under 704. I wanted to ask you about a few of them where you 
claim you have a specific authority to photograph or take photographs 
of a plant when you make inspection. 

Mr. Crawrorp. I know of no specific authority to take photographs 
of a plant, Mr. O'Hara. I had assumed that what the inspector saw 
could be recorded. 

Mr. O'Hara. If it is an honest photograph or if it is a dishonest 
photograph, where do you have any authority? All kinds of tricks 
can be done with a camera. 

Mr. Crawrorp. Surely. Evidence can be faked with almost any 
sort of instrumentality. 

Mr. O'Hara. That is right. 

Mr. Crawrorp. I had assumed that an honest photograph was mere- 
ly a recording of what the inspector saw which otherwise he would 
record in words. I am not a lawyer, Mr. O'Hara. I certainly do not 
try to interpret the law. But, as a practical operating proposition, 
these photographs are highly desirable, and they add much to the 
completeness of the factory inspection report. 

Mr. O’Hara. If you have authority to take them; yes, sir; I agree 
with you. 

Mr. Crawrorp. They do whether we have the authority or not. In 
other words, if we have that material here, we can judge the output 
of that factory better than without it, irrespective of whether the 
statute specifically authorizes it. 

Mr. O'Hara. Do they take a movie or just still pictures ? 

Mr. Crawrorp. Ordinarily, still pictures. There have been some 
operations where movies have been used. 

Mr. O'Hara. Has anybody ever objected to that? 

Mr. Crawrorp. I do not recall any objection to it. 

Mr. O'Hara. What right do you have to see the formula cards? 

Mr. Crawrorp. I would prefer not to answer that on the basis of 
what right we have. If I may answer as to what value it is to know 
that information, I would be glad to explain how those things, all 
of them, may become highly important in some of our investigations 
in order to judge the product itself or to trace down some trouble. 

Mr. O’Hara. But is has nothing to do with the sanitation, does it, 
Dr. Crawford ? 

Mr. Crawrorp. No, but it has to do a lot with safety on occasion. 

Mr. O'Hara. But you examine the product whether it is a drug or 
cosmetic or a food item, from what is in the container, do you not? 
You have a complete chemical analysis of that ? 

Mr. Crawrorp. To the extent that analysis will reveal what is in 
there, yes. 

Mr. O’Hara. The formula cards and the manufacturing worksheets 
and the batch records are the private processes of that particular 
manufacturer, are they not? 

Mr. Crawrorp. That may be true. 

Mr. O’Hara. They are his personal, private, privileged matters, are 
they not? 
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Mr. Crawrorp. That may be true. 

Mr. O’Hara. Unless you have specific authority to go into them, 
what right do you have? That is what I am trying to find out. 

Mr. Crawrorp. This statement you have read, Mr. O'Hara, to my 
mind merely lists those things which may be important to a factory 
inspection of a drug plant. 

Mr. O’Hara. And which industry has complained about as to the 
type of inspec tions for a long time, is that not true ? 

Mr. Crawrorp. I am sorry, but I did not hear the first part of your 
sentence. 

Mr. O'Hara. And to which some segments of the industry have com- 
plained and questioned the right to go into those matters. 

Mr. Crawrorp. That is right, and we have not undertaken to debate 
very much with them. We said, “Well, that may be a matter of opin- 
ion, but we need this information for this reason,” and we have in 
nearly every instance been able to get it. 

Mr, O'Hara. What right have you to go into the qualifications of 
the technical personnel in the plant? 

Mr. Crawrorp. When we are tracing down some obscure danger, 
and know that something is causing consumers to become ill, we 
want to look into every aspect of what might have happened. Some 
of these things are very baffling indeed. Sometimes the competency of 
personnel that is used in manufacturing operations may give a clue to 
what may have been done, and what sort of mistake might have been 
made, 

Mr. O'Hara. What right do you have to ask a druggist or manu- 
facturer for his complaint file? 

Mr. Crawrorp. We have many complaints coming in from con- 
sumers. Some of them are unworthy and amount to nothing. Some- 
body has a tummyache and gets the idea that something they have 
eaten or some drug they have taken is responsible for it. But some of 
the complaints have merit. If we can go to a complaint file of the 
manufacturer and see whether there is a pattern of similar complaints 
or not, it may lead us to some real important information that neither 
the manufacturer nor we may know about—that there is some danger 
from some product which is manifesting itself by an occasional case 
of poisoning. 

Mr. O'Hara. It also gives you an opportunity to have somebody 
come in and testify in the event of a procee ding brought by the Food 
and Drug Administration, is that right, that is, as to the complaints 
of individuals. 

Mr. Crawrorp. I do not know exactly what you are referring to 
there, Mr. O'Hara. 

Mr. O'Hara. It could be used for other purposes other than you 
have indicated, namely, that it would give you the right to call, if 
you got the list of the complaint file, the individuals to come in and 
testify in an action brought against that manufacturer as to what 
their individual complaints were and what their symptoms were or 
whatever they claimed happened to them after eating Crunchy Corn 
Flakes, or something like that. Is that not true? 

Mr. Crawrorp. I had never thought about it in those terms at all, 
Mr. O'Hara. I have been thinking about it in terms of what may 
be needed from these inspections. 

Mr. O'Hara. Is that an impossible situation ¢ 
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Mr. Crawrorp. Mr. O'Hara, there is never a law written, I suppose, 
that an administrator could not abuse. I know we could abuse this 
food and drug law. It is one of our continuing concerns to avoid 
being unfair and to avoid any discrimination in administering this 
law. 

Mr. O’Hara. The point I am making is that I start out on your 
side, but I do say that I think some of your people go too far in 
going beyond what the law says they can do in these inspections. I 
realize that the big ones do not care. They have plenty of money to 
come in and contest it in court. Mr. Crawford, I am thinking about a 
lot of these little people who just have not the money to go in and 
defend themselves when an overzealous inspector goes in and extends 
himself, these people have to hire a lawyer and go into court and 
defend themselves against either a crime or civil action, or a cease 
and desist order. It is a pretty expensive operation for them. 

Mr. Crawrorp. An inspector alone could not bring that action about. 
There are other people who study the case and weigh the evidence 
from every angle. 

Mr. O'Hara. I grant you that. You will admit, Mr. Crawford, 
that when Congress gives you this power which they did in 1939, 
and which you are asking be extended, that it is a far-reaching power 
to a great Government agency, and only the wisdom of its admiunistra- 
tion can keep that as a fair workable law. Is that not true? 

Mr. Crawrorp. I think that is entirely true, Mr. O'Hara. 

Mr. O'Hara. Then all I am concerned about is whether you in your 
zeal, and properly so, are overextending what Congress said you could 
do in 1939. In these things in my own individual opinion, I think 
you are. 

Mr. Crawrorp. We are asking only for material that we believe is 
immediately relevant and pertinent to the compliance of the output 
of these establishments with the terms of the law. We are doing that 
without regard to what may specifically be authorized because we 
have so many inquiries to make as an investigative agency that must 
go beyond where we have specific authority spelled out for us. 

Mr. O'Hara. Just as a country lawyer, my opinion is that you ean 
only go as far as Congress says you can go. I am not saying that un- 
kindly, Mr. Crawford. I am saying that in the best of spirit. But it 
is a far-reaching law to which I think Congress has written certain 
limitations. With that I am equally concerned. 

That is all, Mr. Chairman. 

The CuatrmMan. Any further questions, gentlemen ? 

[f not, Dr. Crawford, we are greatly indebted to you. If there is 
any lack of authority in the law, it is not because your department did 
not seek such authority. The fault would lie at the door of Congress. 
The failure to include a minute description of every power that you 
have is not due, I take it, to any lack of intention or desire on the part 
of the Congress for you to have and exercise that authoritv. My own 
personal opinion is that the act was passed by the Congress in the 
interest of the welfare of the people. Therefore it must be assumed 
that the Department may use all reasonable means to carry out what 
was the purpose of Congress in passing the act. ; 

I would hate to see the time come when it was necessary for the 
Congress to write into the law every last detail of your activity, 
whether you walked this way or that way, or turned around here or 
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did not turn around there. It would soon leave us with a law that 
would be impossible to administer. That is my view. I am not speak 

i for the committee. 

With respect to what is to take place tomorrow, I greatly appre 
ciate the patience that has been shown by this audience. Never have 
I seen so large an audience so patient for so long a time as this pai 
ticular audience. 

Now, I would like to find out where we are. We set 2 days aside 
for this hearing. The committee is extremely busy. We have so 
much to do and so little time in which to do it that we must necessarily 
conserve our time in every Way possible. I shall call the list that has 
been handed to me and it will help me somewhat if those who wish to 
appear or present statements would answer whether they are for o1 
against the legislation, whether they will insert a statement o1 
whether they wish to testify, and whether it is not possible in some 
instances to consolidate statements with the idea of avoiding unneces 
sary repetition. 

Tomorrow I want to hear from the opposition. I will now call 
this roll. 

(Roll called.) 

The CuHarRMAN. We will resume tomorrow at 10 a. m. 

(Thereupon at 5:05 p. m., a recess was taken until Wednesday, 
May 20, 1953, at 10 a. m.) 
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WENESDAY, MAY 20, 1953 


House oF REPRESENTATIVES, 
COMMITTEE ON INTERSTATE AND ForREIGN COMMERCE, 
Washington, D. C. 

The committee met at 10 a. m., pursuant to call, in room 1334, New 
House Office Building, Hon. Charles A. Wolverton (chairman) pre- 
siding. 

The CHatrMan. The committee will come to order. 

I regret to announce that the House goes into session at 11 o’clock 
and I am anxious to hear as many as we can in the limited time that 
is available to us. 

Is Harry Bachelder present? Mr. Bachelder is counsel for the 
Indiana Canners Association. 

Mr. Bachelder, we will appreciate your making your remarks as 
brief as possible. I regret the necessity of making that kind of a 
request, but due to the large number of witnesses who wish to be 
were in the limited time that the committee has, I know of no other 

yay than to ask the witnesses to be considerate of other witnesses who 
Ww a to be heard. 


STATEMENT OF H. K. BACHELDER, COUNSEL FOR THE INDIANA 
CANNERS ASSOCIATION 


Mr. Bacuetper. If the committee will permit me, I will dispense 
with reading the formal statement we have filed and only discuss 
briefly a few of the points that I do not believe have been discussed 
heretofore. 

The CuHarrman. Very well, sir. 

Mr. O'Hara. Perhaps Mr. Bachelder’s statement will appear in the 
record at this point, if you will, so that it will be there. 

The Cuarrman. Your statement will be inserted in full in the 
record so that you can assume, as you make your remarks, that your 
full statement is already in the record. 

(The statement is as follows:) 


STATEMENT IN BEHALF OF THE CANNING INDUSTRY OF INDIANA 


The canners of Indiana, and many from other areas, have felt for some time 
that the Food, Drug, and Cosmetic Act should be amended in several of its provi- 
sions. This conclusion has resulted from the impact upon the industry of certain 
interpretations of the act, and of certain technical theories which the agency 
has adopted. Many canners first thought that these contentions should be cor- 
rected by judicial decisions; but have been forced to the realization that changes 
in the wording of the law is the practical method of obtaining relief. 
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W he tl agency asked for amendment of section 704 of the Act, Indiana 
inners first assumed that this would result in a general review and recon 
deration of the entire act I that this would be an appropriate time to present 
Congress all « he cl ges in 1! w which the industry believed to be 
fiable However, upon being ivised tl] htis hearing is only upon the 
( endme 704, the Indian ners will only present at 
a e ft] ! ugg { mges in this sect n, together ith their 
! ol herefor, but wi e pos litv of subsequently asking for further 
hanges other sections of th iw 
Che chang I w being requ ed by the rency ~ ba th ] VISIONS ol is 
sect which conditioned the ght of factory ins] Ton upon previous permits 
ion be eliminated, and that there be sul stituted therefor the condition that 
written notice be given prior to inspection, The effect of such a change, together 
wit! he criminal provision of section 301 (f), would be to confer upon this 
gency the unlimited rigl search private property, without any prior deter 
mination of probable cause, to obtain evidence to use against the owner in 
criminal proceeding It is net the intent of the Indiana canners to further 
stress the conflict between this proposal and the basic American opposition to 


granting Government the power to make unreasonable searches; but they do 
want it to be clear that they do not accept the proposal as being either consti- 
tutional or in accord with our fundamental concept of government. 

If such a provision is to be written into the law, the indiana canners are very 
insistent that it be accompanied by some further conditions. In order to make 
the need for these conditions obvious, it is necessary to call attention to some 
other provisions of the law, and some of the interpretations under which the 
Agency operates. Most of the troubles of the canner arise from the interpreta- 
tion, and applications, of the definition of adulterated food appearing in section 
402 (a) (3) of the act; which provides that a food shall be deemed adulterated 
“if it consists in whole or in part of any filthy, putried, or decomposed sub- 
stance, or if it is otherwise unfit for food.” Without going into the technicali- 
ties, it is sufficient for the present purpose to point out that the Agency inter 
pretation of this provision is to the effect that all of the commercially canned 
tomatoes and tomato products canned in a large portion of the tomato season 
in Indiana and other areas having a similar climate, regardless of their fitness 
for food, are adulterated, This is also true with regard to many other canned 
foods in certain seasons The only thing that stands in the way of complete 
prohibition of interstate trade in such products is the Agency interpretation of 
section 506 to the effect that minor adulterations may be ignored. Nowhere 
in the law, or in the present published regulations, is there any yardstick by 
which the canner can determine what part of his pack consists of “minor” adul- 
terations, and what part is major 

The situation, as above indicated, is further aggrevated by the provisions of 
section 402 (a) (4), which provides that a food is adulterated “if it liaas been 
prepared, packed, or held under insanitary conditions whereby it may have 
become contaminated with filth, or whereby it may have been rendered injurious 


to health.” Here again the canner has no yardstick by which he can accu- 
rately determine in advance whether or not the Agency would consider his 
product as being adulterated; or if so, whether it would be considered a minor 


or a major Violation 

Under the act there are three ways in which the conclusions of the Agency 
may be imposed upon the canner. The most common is the seizure of his prop 
erty, always in a State other than where packed, and request for judicial con- 
demnation. In most instances the value of the goods seized is such that a can- 
ner cannot afford to appear and contest a proceeding far from home. If he 
should contest, he is still without a yardstick to use in determining adultera- 
tion. Thus he must rely upon proving that his product is absolutely free from 
any degree of decomposition and was packed and stored under absolutely sani- 
tary conditions. Following this proceeding, and regardless of its outcome, he 
may have to defend a criminal charge based on the same indefinite determina 
tions 

The third sanction is an injunction from shipping in interstate commerce 
any product which may subsequently be determined to be adulterated. This 
may be issued without application to specifically designated goods, but only on 
showing of the presence of some adulterated goods, and, without containing 
a test for its application. Thus without knowing where the tolerance lies for 
minor adulteration, the canner must withdraw from interstate commerce. or 
risk a contempt of court charge on every shipment 


FOOD, DRUG, AND COSMETIC ACT LOl 


The applicability of the preceding discussion of other provisions of the law 
to the amendment in question lies in the fact that the reports of conditions 
found in factory inspection, and the tests of samples taken, constitute an im 
portant part, and frequently all, of the evidence upon which the Agency bases its 
conclusion that there is a violation, and the determination of whether it is 
minor or major. Under the practice which has heretofore prevailed, and 
which will presumably continue to prevail if the act is amended only as re- 
quested by the Agency, the canner has been left in ignorance of the results of 
an inspection, and of tests of samples taken by inspectors. The purpose of the 
act is to keep improper products out of the channel of interstate commerce; 
but this is not effectuated by an Agency which, after determining that a sample 
is adulterated, refuses to advise the canner, but sets up a dragnet and deliber 
ately waits for him to introduce it into the channels of interstate commerce, 
so that they can get credit for a seizure. It is true that violations are more 
readily counted than preventions; but, if such a philosophy were to be generally 
udopted, accident and death rates would reverse their trends and start upward 

To help meet their problems, and in the interest of more effective accomplish- 
ment of the objectives of the law, the canners of Indiana ask that, if the change 
sought by the Agency is to be granted, it be conditioned upon the Agency, with 
reasonable promptness after an inspection, furnishing the factory with a copy 
of all reports and recommendations of the inspector with regard to his inspection 
of that factory, and with copies of all tests or analyses of any samples taken by 
an inspector. 

In any consideration of this subject it should always be remembered that this 
is an extremely harsh law. It is one of the few laws with criminal sanctions 
in which criminal intent is not an essential to guilt. Under this act, an employer 
with no actual knowledge of the facts, can be convicted on a criminal charge for 
the negligence of an employee. The excuse, usually advanced for such a de- 
parture from Anglo-Saxon legal concepts, is the protection of the health and 
lives of a trusting public. But, so far as the canning industry is concerned, 
these extraordinary legal sanctions are being applied by the Agency with respect 
to articles which they have frequently admitted in court to not be injurious to 
health or unfit for food; but only below the standard of perfection, which their 
staff has determined to be possible of achievement. 

It is true that in the case of the ordinary type of law violation there would 
be little justification for requiring enforcement agencies to acquaint possible 
violators with the results of investigations. But this is a very different situation 
The inspection is frequently, and in nearly every case, prior to any violation. 
The violation is usually determinable only by opinion, and the imposition of 
sanctions is wholly determinable by opinion as to the degree of violation. The 
costs of contest or defense are usually out of all proportion to the penalty, even 
if guilty. Thus many canners have paid minimum fines because they could not 
afford the cost and damaging publicity of a contest, although fully convinced of 
their lack of guilt. Certainly, under such conditions, it is not unreasonable to 
ask that where bureaucratic investigators are given a right to enter a man’s 
property without his consent for the purpose of arriving at conclusions which 
may vitally affect his business, he should be informed as to those opinions. 

There has been raised a question as to the value of the proposed requirement 
on the ground that there is no assurance that it will be performed consistent with 
its intent. This doubt is predicated upon the disregard of the old provision for 
permission to inspect. The Indiana canners have had enough of these experi- 
ences, even to illegal breaking and entry, to know that such a result is not im- 
probable. Whether the misconduct is that of the inspector only, or in accordance 
with higher policy, is unimportant. The effect is the same. Therefore it is 
submitted that these requested conditions upon which mandatory inspection 
may be based, be so written into the law as to preclude any use in any court of 
any evidence procured by inspection, or tests of samples taken, if the conditions 
are not complied with in good faith. 

In conclusion and support of the contentions herein made, here are some 
comments by the judge of the United States District Court for the Southern 
District of Indiana in a case wherein the Agency was seeking an injunction 
against a canner. In his remarks at the close of the evidence, the court, in part 
said: 

“T have noticed an attitude on the part of the Government here of a certain 
amount of arrogance, a self-centeredness and independence. * * * I am bearing 
in mind the conduct which I would classify as misconduct of going out and 
virtually trespassing upon private property and entering into that property 
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without the owner’s consent during the course of a trial in equity in this court. 
I think it is reprehensible. I think that the one thing that the Government must 
be concerned about is too much power centered in one organization. That organi- 
zation can become autocratic and the first thing you know it isn’t Congress 
that is laying down the rules and regulations. * * * I feel like the court would 
be justified in leveling a certain amount of criticism to the Government in the 
case in not encouraging some action during the canning season. I may be en- 
tirely misinformed. My understanding may not reach the point that it should at 
this stage of my experience; but it seems to me that an irreparable harm has 
been worked as a result of either the complex system that the Pure Food and Drug 
Department follows or as a result of an absolute indifference to the hardship 
that might be worked upon a private citizen by going ahead and paying for a 
complete season’s tomato crop in that community and then having the Govern- 
ment come in after it is completely canned, knowing that the conditions under 
which it was being canned at the time were not such as should be approved by 
the Government, and letting him sustain that irreparable harm, and then closing 
in on him at least 4 months later—3 months later—and virtually putting him out 
of business.” 


AMENDMENT TO H. R. 2769 


To amend H. R. 2769 by adding thereto another section, as follows: 

“Sec. 2. That the authority hereby conferred is conditioned upon the furnish- 
ing, within a reasonable time after any such inspection, to a factory, warehouse, 
or other establishment inspected, of copies of all reports and recommendations of 
the inspector with respect to the inspection, and copies of the results of all tests 
or analyses of any samples taken by an inspector from any factory, warehouse, 
or other establishment.” 


Foop REGULATION—F EDERAL Court DECISION ON FDA SEIZURE 


Because of the widespread industry interest in the problem of tomato fruitfly 
control, there is reproduced below the full text of a recent decision by the 
United States District Court for the Northern Division of Illinois, Eastern Divi- 
sion. The decision follows the first instance in which a tomato processor has 
contested a seizure action in which the libel charged adulteration based on the 
presence of fly eggs and larvae alone. 

The action having been tried by the court without a jury, the decision takes 
the form of a series of findings of fact and conclusions of law. The Food 
and Drug Administration will have the opportunity to appeal the decision, if it 
so decides, to the Court of Appeals for the Seventh Circuit. 

Tomato canners will find findings 6, 7, 8, 9, and 12 of principal interest. 


FINDINGS OF FACT 


1. THe ... CoMpaANyY, an Indiana corporation, shipped in interstate com- 
merce ... on or about October 9, 1951, an article of food consisting of 558 
cases, each containing 24 cans of an article labeled in part: (can) “(Private 
Brand Name) Tomatoes Net Wt. 1 Lb. 3 Ozs.” 

2. The aforesaid article of food was placed in storage within the jurisdiction 
of this Court. 

3. The undistributed portion of the aforesaid article of food, consisting of 
253 cases, was seized by the United States of America, libelant, pursuant to 
21 U. S. C. 334 (a) while in said warehouse because of alleged adulteration of 
said article of food within the meaning of 21 U. S. C. 342 (a) (8) in that said 
article consisted in whole or in part of a filthy substance by reason of the pres- 
ence therein of fly eggs and maggots. 

4. Prior to seizure an inspector of the Food and Drug Administration col- 
lected samples of said article of food consisting of 48 cans of tomatoes, two 
eans being taken from each of twenty-four cases selected at random from 
various parts of the shipment. The samples contained the following four codes 
and no others: TOD 53, TOA 71, TOD 64, TOA 59, which said code numbers 
identify the canned tomatoes as different lots having been packed on different 
days during the packing season. This sample was analyzed by two Government 
chemists for fly eggs and maggots who testified as to the following results: 
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Code | Subject No 1/2/3/4/58/6/7]8{ 9] 10] 11] 12 —— 
TOD 53 | Number of Drosophila fly eggs_| 2) 5 | 34| 0 1 QO; 1 3/15] 0/| 2! 0 7.4 
Maggots, 2-4 mm 0 4 2 0 0 0 0 0 2 0 0 l 
Code | Subject No me ; 13 | 14| 15 | 16| 17 | 18 | 19 | 20 | 21 | 22 | 23 | 24 wore 
TOA 71 | Number of Drosophila fly eggs 1 6| 0} 26 | 44 8 5 5 0 4 1 0 8.3 
Maggots, 2-4 mm | 0 0 0; 1 0 1 0 0 0 0 0 0 
Code Subject No nad . . 25 | 26 | Average 
TOD 64 | Number of Drosophila fly eggs-- : | 0 3 1.5 
premetes.. ocean a oi sinmiaiiens 0 ens 
Code Subject No ‘ " 28 29 30 | Average 
TOA 59 | Number of Drosophila fly eggs-.-.-.-.-- nee 1 | 1 0 0.7 


Maggots . : 0 0 0 


Later, after the case was at issue, the government applied for leave to, and 
did withdraw additional samples. Said samples were analyzed microscopically, 
and the findings as received in evidence and as appear in the sworn answers to 
Interrogatories, propounded by the claimant, as amended in Court, are as follows: 


7 j ' ' 
| | 


Code Sub. No. ers Site 5 | 6 
| ‘ ici sie —_ 
ee ee Se on nc rendaindeminnniebontentebaad 0 2 2 4) 3 0 
F SNES 5 dink chba a dintdnccio od kate dene ama aileatnnsniatalinainire 1 | 0 | 0 0} 0 0 
TOA 36! Drosophila fly eggs 0 0 0 | 0 0 0 
Maggots : 7 ss 0 0 0 0 0 0 
TOA 37 | Drosophila fly eggs 0 0 0 1 0 0 
Maggots 4 0 0} 0 0 0 0 
TOA 30] Drosophila fly eggs...:...................-.. 2 1 0} 0 0 0 1 
Maggots ata ; 3 0 0 0 0 0 0 
TOA 41 Drosophila fly eggs | 0 1 0 0 0) 0 
Maggots ; | 0 0 1 0 0 0 
TOA 73 | Drosophila fly eggs-- 2 1 23 | 2 2 14 
Maggots 5 ; ‘ 0 0 0 0 1 1 
TOD 51 | Drosophila fly eggs 1 0 0 0 4 1 
Maggots | 0 0 0 1 0 0 
TOD 59 | Drosophila fly eggs-- wdibiioe 0 1 l 2 0 1 
Maggots lenient ates (te 1 0 0 0 0 | ( 
TOD 64 | Drosophila fly eggs. : 5 0 0 17 5 | 2 
Maggots Z a 0} 0 0 0 | 0| 0 
TOD 86 | Drosophila fly eggs_..-.-- - pnb bailiasi 0 | 0} 0 | 2 | 4 1 
Maggots . , aii ‘ 0} 0 0 1 0 0 
TOD 87 | Drosophila fly eggs oa oo Oo 0} 3 | 0} 2) 0 l 
Maggots | 0 | 0 1 0 1 0 
TOD 88 | Drosophila fly eggs l 2 | 0 l 1 | 0 
Maggots__- 2 0 0 0 1 0 
TOD 91 | Drosophila fly eggs l 2 | 0 1 1 0 
Maggots 2 0 0 0 | l 0 
TOA 33) Drosophila fly eggs_.._.-- 2 eee 7 0 
Maggots... ae : ai 0} 
TOA 69 | Drosophila fly eggs : ‘ 7 to oie 0 | 
Maggots | 0 
TOD 84 | Drosophila fly eggs_...- Sad ctedeckeicwun | 0 |- 
Maggots... ..--- Sak diehaltiiies ‘ aicaaieth Wine 


5. In the course of the trial the government called attention to the fact that 
its analysis and findings pertaining to code No. TOA 59 were in error, and by 
stipulation of the parties in open court the correct findings on said code were 
read into the record, and the answer to the Interrogatories was amended on its 
face to show the corrected report of the analysis. A combination of the average 
count of the fly eggs in the samples analyzed, and as reported by the government 
in their answers to the Interrogatories, shows an average count on fly eggs to 
be 2.35 fly eggs in the 100 sample cans withdrawn and analyzed, and an average 
of 0.2 larvae per can on the 110 cans withdrawn and analyzed. 
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6. The fruit fly, or vinegar gnat, a member of the genus Drosophila, is a rapid 
breeder and frequently, and at certain times of the year, is present in large 
numbers in fields where tomatoes are grown. The fly is most active in the middle 
to latter part of the tomato growing season. It prefers to feed on fermenting 
or yeasty materials, but prefers to lay its eggs in the tissue of sound, cracked 
fruit. Tests have shown that the exposed flesh of sound, ripe tomatoes are pre- 
ferred as a place for the fly to deposit its eggs over either the flesh of green 
tomatoes or tomatoes which have begun to decompose. The cracks in the 
tomatoes where the eggs are deposited may be either natural growth cracks or 
cracks caused by mechanical means. ‘The flies deposit eggs, the eggs develop 
into larvae, the larvae into pupae, and the pupae into flies. The evidence 
showed that eggs are the stage in the life cycle of the. insect that appear most 
frequently in the finished product. An occasional larva is to be found, No 
pupae nor flies were found in any samples of the seized product. 





7. No known insecticides will completely eliminate the presence of the fruit 
fly in the field It is, therefore, inevitable that during the period of the canning 
season tomatoes in which eggs have been deposited in the field will reach the 
cannery. No single procedure, or combination of procedures, in the process of 
canning tomatoes will completely eliminate and remove the presence of these 
fly exgs 

S. One government witness contended that the presence of fly eggs in canned 
tomatoes indicated the presence of tomato rot. This contention, however, was 


not sustained by other competent expert testimony There was no evidence that 
any Visible rot was present in any of the seized sainples. The government con- 
tended that the presence of fly eggs and larvae in canned tomatoes was indicative 
of insanitary conditions in the cannery, and a failure on the part of those working 
on the canning line to trim out, sort, or otherwise eliminate defective fruit. A 
government expert witness, however, when handed a sound, ripe tomato was 
unable to tell whether or not it contained any fly eggs. The witness could not 
even tell whether or not fly eggs were present on the tomato after he had exam- 
ined it with a hand magnifying glass. The weight of the testimony indicated 
that there is no correlation between the presence of fly eggs in canned whole 
tomatoes and tomato rot. It was brought out that a product could have a high 
mold count, which does indicate the presence of tomato rot, and at the same time 
contain none or very few fly eggs. The government did not contend that mold 





food 


wus present in the seized 

It was also shown that fly egg counts, even within a given code, can vary 
widely. This is because ene tomato which contained several eggs, which cannot 
be detected by the unaided eye, can, without carelessness on the part of the 
packer, get into the finished product, and this single tomato would thereby cause 
the can in which it was packed to have a much higher count than any other 
cans of that same cod 

The method for determining the presence of fly eggs used by the analysts for 
both the government and for the claimant is the method reported in the Official 
Methods of Analysis of the Association of Official Agricultural Chemists, 7th 
Edition, 1850, page 727. This method calls for an examination with a magnifiea- 
tion of about 10 diameters. 

9, Government testimony showed that the Federal Food and Drug Adminis- 
tration would not recommend seizure of No. 2 canned tomatoes if the average fly 
egg count per can for a given code was 4 or less. It would, however, recommend 
seizure of a code if the average fly egg count per No. 2 can was 5 or more. It 
was further brought out that this tolerance of 4 had never been made known to 
the canning industry, and was considered by the Federal Food and Drug Ad 
ministration as an “unannounced tolerance” or “working tolerance’. The gov- 
ernment stated that it recognized no working tolerance for the presence of 
maggots in canned tomatoes. There is no sound basis to differentiate between 
fly eggs and, maggots, because in the nature of things, if fly eggs are present, 
they are going to hatch into maggots. For practical purposes, fly eggs and mag 
gots are one and the same. It was further established that fly eggs in any number 
could be present in homogenized or viscolized tomato juice and not render said 
product subject to seizure. 

10. The seized lot consisted of canned No. 2 whole tomatoes made up of 20 
different codes, more or less, each code representing a different day’s pack. The 
seizure was based on the results of the examination of 4 of said 20 codes, 2 of 
which were found to have fly eggs present in excess of an average of 5 per No. 2 
can. Subsequent examinations by the government analysts revealed that 16 of 
the 20 codes involved were within the working tolerance established by the Fed- 
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eral Food and Drug Administration. Claimant’s analyst, an eminently qualitied 
niicroanalyst, did not find more than 5 fly eggs present in any single can of 
tomatoes 

11. Federal Food and Drug inspectors visited fifty-eight “suspected” tomato 
canneries in the states of Ohio and Indiana during the 1951 tomato canning sea 
son, and collected samples from each of said plants for the purpose of examining 
said samples to determine whether or not the products being canned in said 
canneries complied with the “working tolerances” of the Federal Food and Drug 
Administration. Claimant's cannery was not among those visited in this routine 
check. 

One yvoverninent inspector, however, did visit claimant's plant in 1951 nd 
orally reported to Claimant at the time of said visit that he found no objectionable 
conditions, and could make no recommendations as to how plant operations 
could be improved. The claimant has never been involved in any seizure involv 
ing aduiteration of this product or insanitary conditions in or about his plant 

12. Drosophila fly eggs and maggots present in food for human consumption 
constitutes filth within the purview and meaning of the Federal Food, Drug and 
Cosmetic Act (chapter 21 U.S. C., Section 342 (a) (8)). The presence of a high 
number of said fly eggs or maggots, however, in a single can of whole tomatoes, 
when many cans of the same lot or code show none or a trifling amount of ergs 
and maggots, does not warrant and justify seizure and condemnation of the 
entire lot or code. The provisions of Chapter 21 U. S. C., Section 3836, do not 
require the administrator to institute libel proceedings for minor violations of the 
chapter whenever the public interest will be served adequately by a suitable 
written notice or warning. In this case, no notice or warning, either oral or 
written, was made by the administrator upon the claimant. The fly exes and 
maggot count, found in the samples analyzed, is certainly infinitesimal and 
inconsequential in quantity, and for the government to libel and seize food in such 
a case will only serve to prevent the carrying on of commercial canning of to- 
matoes, and destroy the canning industry. The officers of the Federal Food and 
Drug Administration should not, in their zeal to enforce the provisions of the 
Act, impose standards of performance that are unattainable or impractical. In 
proper instances the provisions outlined in Chapter 21 U.S. C., Section 236, giving 
appropriate notice and warning to the canner is available to the officers of the 
yovernment 








CONCLUSIONS OF LAW 
I 


The claimant, THE . . . COMPANY, an Indiana corporation, is within the juris- 
diction of this Court by voluntary appearance herein. 


II 


The subject matter of this action is within the jurisdiction of this Court. 


Ill 


The 253 cases each containing 24 cans of an article labeled in part, “(Private 
Brand Name) Tomatoes, Net Wt. 1 Lb. 3 Ozs.’’, being the subject of seizure in 
this proceeding, is not adulterated food within the meaning of the Federal Food 
Drug and Cesmetic Act (21 U.S. C., 342 (a) (3)). 


’ 


IV 


Since the proofs and evidence show that none of the tomatoes involved i 
the seized lot contained substantial amounts of fly eggs and maggots, but that 
the majority of them contained none, and the balance contained them only in 
such infinitesimal and inconsequential quantities, which could not be eliminated 
by the selection of the best fruit available, and the exercise of proper care in the 
various steps of the canning operation; and since the findings of fly eggs and 
maxgots in the seized samples averaged considerably less than the “working 
tolerance” established by the government, I find the issues for the claimant and 
against the libelant, and find that judgment should issue directing the United 
States Marshal, for the Northern District of Illinois, Eastern Division, to release 


1 


and.deliver said 253 cases of No. 2 cans of tomatoes labeled “(Private Brand 
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Name) Tomatoes” to the claimant, and that the said United States Marshal 
should pay the storage charges which have accrued subsequent to date of seizure ; 
and that judgment should enter accordingly. 


Enter. 
JOHN P. BARNES, 


Judge. 

Entered April 22, 1953. 

Mr. Bacueiper. The Indiana Canners Association represent 135 
out of 159 canning factories in the State according to the last reports 
we have. A great majority of them are what you would call very 
small canners. 

The association has decided that they want to ask Congress to attach 
to whichever of these bills might be reported out or enacted, two con- 
ditions. One, that the authority to inspect is conditioned upon the 
fact that a copy of the inspection report and recommendation will be 
reasonably promptly furnished to the canner. The other, that as a 
condition whenever any samples that are taken and analyzed, a copy 
of the analysis of the samples be made available to the canner with 
reasonable promptness. 

The CuHatrrman. May I inquire if you have prepared amendments 
that would make effective the suggestions which you have just made? 

Mr. Bacuevper. I have prepared, not in a formal form, but I do 
have prepared and can give to the committee the statement of the 
wording which we submit. 

The CHarrMAn. We would appreciate having that. 

Mr. Bacuevper. I have it in my file. 

The Cuairman. We would like to have it so that the committee may 
have before it when it considers this bill, the exact language that you 
desire to accomplish the purpose that you have in mind. I do not 
mean to infer from that, or assume that, the committee would adopt 
it but I do want them to have it in the form that you wish them to 
consider it. 

Mr. Bacueprer. I will furnish that after I have finished my state- 
ment. 

Now, the reasons particularly why the Indiana canners are asking 
this is the peculiarity of the business and the impact of the Food and 
Drug Administration on the Indiana canners who are largely tomato 
and tomato-products canners. 

Under the Food and Drug Act, administration of the law has taken 
the position that any degree of contamination may constitute adul- 
terated goods under the law. They also have taken the position that, 
with respect to another section of the act, they do not have to make 
seizures or institute criminal proceedings in cases that they consider to 
be minor violations. 

The canner does not know what line exists between what we will 
say is a minor violation and a major violation. There has been an- 
nounced a tolerance with respect to one of the controversial subjects, 
that is mold count in tomato products. But there has also been an- 
nounced by the Administration the fact that that tolerance is not the 
complete and final determination in the minds of the Administration 
as to whether or not the goods are adulterated. It is also contingent 
upon the results of inspection of the factory. 

In certain periods of the year, it is impossible for anyone to pack 
tomatoes in Indiana and be completely free, we will say, from vinegar 
tiy eggs, or the larvae which is merely the egg after a few days. There 
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has never been announced, as a result, an official tolerance on a subject 
of that sort. The canner does not know when he is packing whether 
the goods are such that the Administration will consider that they are 
adulterated to the point in which they should take any steps and 
neither does he know what the effect of an inspection is. 

Mr. O°Hara. Would you permit me to ask you a question at that 
point? Is it true that particularly in the canning of tomatoes and 
tomato products, the tomato is very subject to weather conditions of 
dryness or wetness? Is that not true in the matter of mold, for 
example ¢ 

Mr. Bacuetper. It is very true. Humidity and warm weather will 
produce mold and it produces it before the tomato ever comes into the 
factory. 

Mr. O'Hara. And the larvae content is also seriously aflected to 
the same degree, is it not ¢ 

Mr. Bacuevper. That is true. 

Now, under the strict interpretation which the Food and Drug 
Administration has maintained, all of the products packed during 
those periods are adulterated. The only question is whether they are 
a minor violation, which they do not feel called upon to enforce by 
seizure or criminal proceeding, or whether they are, we will say, a 
major violation. 

the final determination in practically every one of these situations 
is a matter of opinion. It is not something that has a yardstick that 
can be literally taken down a used to measure and tell the canner 
what class these goods fall in. That is the reason that we feel there 
is an especially strong ‘ustific ation for giving the canner a copy of 
the opinions that the inspector makes because on the basis of those, 
the determination will be made as to whether to go out and size these 
goods or whether his goods may be permitted to go on into interstate 
commerce, 

Mr. O'Hara, It raises the question: as to whether the entire pi ack is, 
in the opinion of the Food and Drug Administration, qualified to be 
sold, or not to be eligible to be sold, is that not true? 

Mr. Bacnevper. It may be the entire pack, and it may be that 
pack in those periods of the packing season when the weather has 
been adverse, for these situations. 

Now, this has occurred and it has occurred with quite a bit of 
frequency, that inspections have been made in Indiana and there 
has been no warning to the canner that the condition of his factory 
was such that his goods would be subject to seizure if they were 
shipped, and he has been permitted by virtue of that and he has gone 
ahead and has shipped. 

We had one situation that occurred out there in the last couple of 
years in which inspections were made. There was ee e op ctively 
done to indicate that the goods would be seized or would | » con- 
sidered adulterated, and the canner went ahead alist pie up an ‘eative 
pack and he borrowed money. They went into Federal court rin 
the pack and asked that he be enjoined from shipping any of it in 
interstate commerce, and on the strength of the inspections ae 
during the canning season the court was called upon to, and did, give 
a restraining order restraining him from shipping in interstate com- 
merce on the ground that the condition of the factory was such that 
the goods may have been contaminated. 
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The result was that the canner is in bankruptcy and the banks 
who had advanced the money to complete that pack are not too sure 
they are going to get their money because they have liens on goods 
which the Federal court says they cannot ship in interstate com- 
merce. In the course of that case the Federal judge, in his findings 
or his statement at the end of the evidence, said: 

It seems to me that an irreparable harm has been worked as a result of either 
the complex system that the Pure Food and Drug Department follows, or as 
a result of an absolute indifference to the hardship that might be worked upon 
i private citizen by going ahead and paying for a complete season's tomato 
crop in that community and then having the Government come in after it is 
completely canned, knowing that the conditions under which it was being canned 
at the time were not such as should be approved by the Government, and letting 
him sustain that irreparable harm, and then closing in on him at least 4 months 
later—3 months later—and virtually putting him out of business 

That was the comment of the judge at the end of the case. 

There has been testimony here yesterday to the effect of a regulation 
or instructions to these her ctors to tell what they find. In an expe- 
rience covering 40 years in connection with the canning industry, I 
know that in many cases it is not carried out. I do not think it is 
the fault of the men here in the Washington office, but it is not always 
done. 

The next thing to be remembered is that when the inspector comes, 
maybe the owner of that business or an officer of a corporation if it 
is a corporate owner of the business, is not present for him to talk 
to. He may tell the man who is found to be in charge, who may be 
a foreman or a superintendent of a agen factory, that certain 
things are not the way they should be. It is not alw: ays true that 
that man is going to pass on fully and with its full import, the criti- 
cism which has been made of his own operations, so that it may not 
reach the people who suffer the loss in the situation. That is one 
reason why we feel that a copy of the re port should go to the people 
who are actually responsible for that operation and whose money is 
involved. 

This has become a very serious matter in Indiana, and it is becoming 
a serious matter among bankers. Bankers have even attended meet 
ings of canners to discuss this situation because these small canners 
in Indiana—all of mar aware upon going to banks and 
obtaining part of the money to put up their packs. If the bankers 
feel that they can go ~ ad ad put up a pack and then suddenly 
find out that none of he goods is such that they can enforce their 
lien and get their Asien out of them, they are very deeply concerned. 
It is a very vital thing. 

There are probably 6 or 8 factories in Indiana that are not going 
to be able to operate this year as a result of the food and drug activ- 
ities of last year. It is cutting down the oe ation, and that may be 
only temporary, but it is cutting those ope rations down. 

Now. in respect to 2 other things that hs ave been mentioned here; 
l is ne to olathe ‘ror not canners feel free to re port anything that is 
done by an inspector that they do not think is proper. T could assure 
you that there is a very definite hesitation upon the part of caunners 
to do that. It isa per fectly natural hesit: ation. As far as they know, 
they have to live with that inspector in the future for an indefinite 
period of time. They do not know sitla uly the people up above 


him. They do not know whether he will agree that what they say 1s 
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right or whether he will deny it and they do not know if he denies 
it, whether he will be believed or they will be believed. It is a matter 
that isa very delicate situation. 

There is further, even a belief among Many canners that it is un- 


wise for the canning industry to ask for changes in the law unless the 
changes are agreed to by the administrators of the law. I think that 


l 
is a thoroughly unjustifiable feeling, but at the same time Ll know 
that it exists in many places. 


It is also our feeling that the purpose of this act is to keep food 
that should not go into interstate commerce out of interstate com 


merce, and that is best served by letting the man know that it should 
not go into interstate commerce before he ships it instead of sitting 
around and waiting until after he has shipped it and has put it into 
the very channels which the law is designed to keep it out of. That 
is what results if he does not have the knowledge of the thinking of 
the Department. It is not something that he can tell, and he does not 
know what their conclusions as to whether this is a minor violation 
or not. He can only know if he can be told what their recommenda- 
tions are. 

Now, there has been a statement made that if this were done, 
racketeers in the industry would thereby be enabled to possibly avoid 
some of the consequences of their bad conduct. I think that the ad 
ministration of the act will agree that racketeers are relatively few in 
number in this as well as any other industry; also that it is an ex 
treme burden being put on the good businessman for the sake of pos 
sibly preventing the bad man from occasionally doing something he 
should not do. 1 think that the complete and final answer is that 
the racketeer knows what he is doing anyhow. He knows whether 
they are going to approve of his factory or not, and LI do not think 
that it would make a particle of difference if he is told what the 
situation is that they find to be. 

As far as actually putting additional burdens, I do not believe it 
involves much of a burden. It only involves the furnishing of an 
additional copy of the reports and recommendations and an addi 
tional copy of an analysis. 

Another reason why a copy of the analysis is of value even though 
they make an analysis and find that the goods are perfectly all right 
is as a cheek for the canner against the analysis of his own staff. 
The tomato canner invariably has someone making an analysis for 
him—mold counts principally or check or counts for insect eggs or 
larvae. The small canner does not have such an individual as a yea 
round employee, and he has to go to independent laboratories \ oN 
he can pick up a temporary man to do this work for him. He cannot 
afford to carry that kind of a man the year-round. 

Now, his one way of knowing whether that man is doing a fairly 
good job for him is to have copies of the analyses made on the samples 
that are tested by the Food and Drug Administration because he can 
know what lot the y come from. He then has an opportunity to know 
whether the man whom he is relying upon is working in line and 
coming out with anything like the same thing that the food and 
drug analysis is, or whether he has a man who is sloppy or careless 
or inefficient. It is of considerable value to him to be able to compare 
those, even though there is nothing wrong with the goods. It helps 
him to know that his man is keeping in line. 


¢t>- ro 
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In connection with this I have been authorized to state that the Ohio 
Canners Association joins in the same position as the Indiana canners 
with respect to these two requested amendments to whatever bill is 
enacted. 

It is also felt that the only way that they can be sure that the in- 
spectors will do this job properly from the point of the canner is 
to have this provision in the act itself. It has been in the regulations 
that they tell about the 1 inspect tion for many years and the cases in 
which they have failed to are sufficiently numerous to indicate that 
they are like a great many employees of canners—they do not always 
do what they should do and they do not do it in a full way, and it 
does not get to the proper man. 

Gentlemen, that is all that I have affirmatively unless there is some 
question. 

The Cuatrman. Gentlemen of the committee, in our questioning, I 
will appreciate if you have in mind the fact that our time is limited 
today. We have some 10 or 15 witnesses in the audience who wish 
to be heard and we wish each to make his or her particular contribu- 
tion for the benefit of the committee. I mention this only so that we 
may have regard for the limited time at our disposal. 

It is my intention to call as the next witness after the questioning 
of this witness, Mr. Cardiff, who has come all of the way across 
the country to testify. 

Mr. Beamer. I want to speak for my Hoosier colleague because I 
know that Mr. Bachelder is speaking firmly and consistently, and 
I hope that other witnesses will have the same fortitude in express- 
ing their opinions that Mr. Bachelder indicated. I think one of the 
reasons he has done this is because this is a vital thing in the State 
of Indiana and the State of Ohio and the surrounding States. 

I would like the committee to know, for example, that this is not 
a small industry. It is a big industry in the Middle West. For in- 
stance, they pack over 13 million cases of fresh vegetables alone, 
and the nonseasonal packaging, including such things as beans, kraut, 
hominy, soup, and many other types—there are over 9 million cases. 

I could go on to a large enumeration of what this means. It is a 
$50 million industry and in a very concentrated area, and it includes 
not small companies alone but some of the large nationally advertised 
concerns, 

So I believe that Mr. Bachelder, and I know I am going to speak 
from my personal experience, is for all of these same people. That is 
the reason I wanted to congratulate Mr. Bachelder and others who 
have spoken out as they have. 

1 would like to ask just 2 or 3 questions and I would like to ask 
him more questions, Mr. Chairman, but I will accede to your request 
for brevity. 

Mr. Bachelder, you mentioned—and I think it is the first time I 
have heard it mentioned in the testimony—that the canners are some- 
times hesitant to report any excesses by an inspector. Are they afraid 
to do so for fear of reprisals and recriminations, do you think ? 

Mr. Bacuexper. I think they are in many instances, yes. 

Mr. Beamer. Do you think that is a healthy condition; that the re- 
spect for the Department has been destroyed in this manner? I have 
been pointing this out to Mr. Crawford and I think he hopes, as all of 
us hope, that the respect for the Pure Food and Drug Division will 


FOOD, DRUG, AND COSMETIC ACT 111 


be maintained; it comes down then, does it not, to the human element 
again ¢ 

Mr. Bacuexper. I think that is true. I think the furnishing of 
copies of these reports would tend to eliminate that very feeling be- 

cause the inspectors report would be known to the canner as well as to 
his superiors. 

Mr. Beamer. The canner would feel that everybody was playing 
aboveboard in trying to be fair with each other; is that correct ? 

Mr. Bacurtoer. I think they would. 

Mr. Beamer. Would you not suggest along with this, perhaps 
something like a court order or a search warrant be used or oak | you 
feel that perhaps just the ordinary letter of introduction and cre- 
dentials would be sufficient ? 

Mr. Bacuetper. I do not think a court order should be necessary, 
but I do feel that credentials or a letter of introduction or a state- 
ment, I will put it that way, should necessarily be first furnished to 
someone of real authority. That is a difficult thing to word. I heard 
the committee asking about it yesterday and there are a great many 
types of situations that this section is designed to cover. It includes 
searching of warehouses which do not belong to the owner of the 
goods at all, and it includes searching of transport vehicles, cars in 
transit in railroad yards, and trucks on the road, if they could be 
located. 

Mr. Beamer. In other words, you think the proper wording of this 
resolution probably could take care of that one particular phase of it 

Mr. Bacuevper. I think so, and I think that there should be some 
protection. It does the canner no good if the notice is given to some- 
one who is under no obligation to event ellh im that he ever received 
a notice. 

Mr. Beamer. Of course, there are some instances in Indiana where 
that has occurred ¢ 

Mr. Bacuevper. Yes, we have had instances of that, in Indiana, in 
which inspectors have gone into factories in such a way as to obviously 
not want the ownership to know they were in the factory. They have 
gone in back doors and other ways. 

Mr. Beamer. It has not been just once? 

Mr. Bacnevper. No, it is not the regular rule at all, but there have 
been occasions of that in sufficient number to arouse a feeling that more 
of it is going to be done. 

Mr. Beamer. Mr. Bachelder, yesterday the committee attempted to 
explain the number of seizures and the number of prosecutions that 
were made from seizures. Now, I am wondering in your experience 
and I understand you have been both in the canning business and 
an attorney for many years with the canners, how many cases do you 
think have been won by the department by default; men and com- 
panies who did not appear, or shall be say nollo contendere ¢ 

Mr. Bacurtprr. My experience has been that probably 90 percent 
of the seizures made of goods canned in Indiana are made, of course, 
in other States, and the amount of goods involved has been such that 
the total value of the goods would not justify the canner making an 
effort to go into those Federal courts in other States and make a de- 
fense. Fully 90 percent of them have gone by default, and it may be 
that far more of them have with respect to the canners of Indiana, 
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and I de not know whether that would be true the country over, 
but it would be with our situation out there. 

Mr. Beamer. There are many canners there, I presume, that the 
same conditions would apply in other States, who are very good. 
They try to do a good job but they are not highly financed nor wealthy 
concerns. Is it not true, perhaps, that they find it economically im- 
possible to have attorney fees and traveling costs and court costs to 
defend themselves against these things and so they will just simply 
not contest? Has that been true? 

Mr. Bacuetper. That has been true, and I know of one case re- 
cently that was defended and it has cost the canner 2 or 3 times the 
value of the goods involved already. In many instances these seizures 
are in small amounts, 20 or 25 or 30 cases of goods, and may be a value 
of $100 or $150. Well, you cannot employ an attorney to go into a 
Federal court in a distant State anywhere and even enter an.appear- 
ance for less than that. 

Mr. Beamer. May I ask how many of these cases within your know!l- 
edge have been tried at a distant point rather than near the source 
of the manufacture? Nearly all of them? 

Mr. Bacne per. Nearly all of them, except where the seizure was 
in a nearby place. 

Mr. Beamer. If the seizure was nearby, otherwise it was tried at a 
distant point. 

Mr. Bacuetper. There have been a few consolidations, but those 
have been largely where there have been several different seizures 
based on the same situation. 

Mr. Beamer. Would it almost point out that seizures are made a 
distant points in order to make it impossible for the defendant to — 
pear in order to defend himself ? 

Mr. Bacuetper. I would not say that, because his goods go to dis- 
tant points. 

Mr. Beamer. I will withdraw that question, and I shall not ask 
you to comment further. There is one last question: If his sample 
is taken as is the case for purposes of an analysis, do you feel that the 
manufacturers likewise should have a sample of the same batch for 
his own analysis? 

Mr. Bacuexper. If it is taken from his factory, why of course he 
can have one. 

Mr. Beamer. I mean from a distant point. 

Mr. Bacueper. If it is taken from a distant point, he does not 
even know that it has been taken unless the party who had the goods 
advises him, such as a wholesale grocer, or a chain store warehouse, 
or wherever the goods may have been sampled. 

Mr. Bramer. In your experience with the people who make the 
tests or an analysis—commercial firms or perhaps even with the 
Department—have you found that the analysis from the same batch 
will vary quite materially ? 

Mr. Bacrerper. Many times they have, yes. 

Mr. Beamer. Within the same carton, even, or a case? 

Mr. Bacuerper. That is right. 

Mr. Bramer. That is the report I have received. 

Mr. Bacne per. I think in this case that was decided in Chicago 
not long ago on flies, in the court’s opinion he sets out the variation 
inthe analysis. It shows a very pronounced variation. I could furnish 
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a copy of the court’s opinion in that case, incidentally, for the record 
here if the committee would like to have it. 

Mr. Beamer. May I ask unanimous consent that Mr. Bachelder 
be permitted to furnish the committee a copy of the findings of that 
particular case for the record ? 

The CHarrman. Is it voluminous? 

Mr. Beamer. It is very short, probably 4 or 5 pages. 

The Cnarrman. I suggest that he submit it and we will look at it 
and see what it. is. 

Mr. Beamer. I think it would be helpful for the record. 

(‘The matter referred to appears on p. 102.) 

Mr. Beamer. There are m: iny questions I would like to ask, but out 
of deference to your request, [ think that Mr. Bachelder has covered 
it pretty well. 

The Cuairman. I will apprec iate your willingness to assist not only 
the committee, but the other witnesses present who desire to be heard. 
As we are all aware, Mr. Bachelder’s statement is in the record. His 
testimony probably took longer than it would have taken him to 
read his statement, as is very frequently the case. 

Are there any other questions, gentlemen ¢ 

Mr. O’Hara. In addition to the recommendations which you have 
made as to the copy of what the inspector finds, and also the owner 
to be furnished with a copy of the analysis, I presume that the fur- 
nishing of a copy of the chemical analysis by the Department, the 
timing of it would be exceedingly important. If we get it 6 or 8 
months later, it does not do you much good, does it 4 

Mr. Bacue per. That is right; it should be promptly furnished 
as soon as made. 

Mr. O'Hara. What would be the practical thing? I am trying 
to be practical in this matter. What would be the practical length 
of time in which he should have that, after the seizure has been made 
by the inspector ? 

Mr. Bacuetper. Well, we are not saying that any time a sample 
is taken, that a copy should be furnish ed, because the ‘Vv may not make 
an analysis of all of these samples; but when they make an analysis 
we feel that there is no reason why a copy of the result could not be 
mailed to the canner within 24 or 48 hours anyhow. After all, all 
it requires is just mailing an additional copy of the report made in 
the laboratory. 

Mr. O’Har os Does the Food and Drug have a regional office in 
Indiana where they make these analyses, or are they sent into Wash- 
ington for an an: alysis? 

Mr. Bacuerper. They do not have any in Indiana, and I think 
that they come to Washington. It is possib le that they could go to 
Chicago, but I would not be sure about that. 

Mr. O’Hara. But the Food and Drug does have regional offices 
where the analyses are made, is that true / 

Mr. Bacuetper. I am not sure whether they make any of them 
at the regional offices. 

Mr. O'Hara. I was trying to get down to a case where an inspector 
comes m and if he has to:ship samples into Washington, of course 
that may take a couple of days for it to get there. I do not know 
how long. From your experience, how long would it take a chemist 
to make an an: alysis of that? 
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Mr. Bacuetper. The kind of work that is done on that could be 
done probably in a couple of hours, three hours at the outside. 

Mr. O'Hara. Well, certainly within 4 or 5 days the Department 
should be able to furnish him with a copy of that analysis, and I am 
speaking now purely from a practical viewpoint. 

Mr. Bacuevper. I should think so. 

Mr. O'Hara. Now, I notice in your statement and in the statement 
of the court which you record, that there apparently was some con- 
duct on the part of the inspectors that the court felt was not author- 
ized ; is that correct ? 

Mr. Bacue.per. That is correct, and the court criticized it very 
severely. 

Mr. O’Hara. What was that conduct ? 

Mr. Bacuevper. During the trial of this case in the Federal court, 
I think it was on Sunday, two of the Department men went out and 
broke into the factory to check on something. I do not know what 
their object was, but they went in, as I understand, through a win- 
dow that had been boarded up. They opened it and went in. 

I was not present in the trial of this case and I did not participate 
in it. I do have a copy of the court’s opinion in which he refers to 
that, and I quoted from it in the statement which I have filed. I did 
not put the entire opinion in there. 

Mr. O'Hara. Now, there is one other matter and that is: Do you 
feel that the service, or the practice of the service of the notice by the 
inspector or the demand for the inspection—do you have any sug- 
gestions as to strengthening that as to definiteness’ I agree with you 
that it makes a great deal of difference whether the inspector makes 
the demand upon some bystander, or upon some factotum in the fac- 
tory who is not going to report it to the owner or the management, 
perhaps. Do you feel that that should be confined—that is, ‘the de- 
mand should be confined to someone who is actually in charge of the 
operations at the time the demand is made, instead of just to some em 
leone? 

Mr. Bacueper. I do; yes, sir. 

Mr. O'Hara. Do you have any recommendations as to language? 

Mr. Bacue.per. No; I do not, because that is a question I never 
heard of until it came up yesterday. It is a complicated problem to 
solve and put into proper language so as to protect both the agency 
and the canners rights, because you have so many varying situations 
that you may run into in that kind of a condition. 

Mr. O'Hara. That is all, Mr. Chairman. 

The Crratrman. Are there any further questions, gentlemen? If 
not, we thank you, Mr. Bachelder, for your contribution to the com- 
mittee. 

Mr. Cardiff is the next witness. 

Mr. Petty. Could I make a short statement in introduction of Mr. 
Cardiff? Mr. Cardiff is not one of my constituents, but he comes from 
my State and while I have not been favored with his acquaintance 
prior to his appearance here I think that it is worthy to remark that 
he is certainly a rugged individualist. 

In these days when we have had a growing tendency to have gov- 
ernment by department and commission regulations as against gov- 
ernment by law, and the small-business men as a whole have resented 
this and have been helpless under the mass of red tape which they 
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have had to contend with; they just have not been willing to fight this 
tendency, and once in a while we have a rugged individu list, as I 
say, who is not willing to accept this regulation and is willing to 
fight. I think that is a pretty good introduction for our next wit- 
ness. 

The sa MAN. We thank you for your remarks, Mr. Pelly. 

Now, Mr. Cardiff, will you give your name and address and ‘proceed 
with your statement, and we will be glad to hear it. 


STATEMENT OF IRA D. CARDIFF, PRESIDENT OF THE NORTHWEST 
FRUIT ASSOCIATION, YAKIMA, WASH. 


Mr. Carvirr. Mr. Chairman, my name is Ira D. Cardiff and I am 
here representing the Northwest Dried Fruit Association which is not 
a selling organization and not a price-fixing organization. It deals 
primarily with the handling of the quality of its products and the 
inspection of the plants for quality and sanitation, and arbitration of 
disputes, and so forth. 

I do not come here to lick your boots, Mr. Chairman—lI am opposed 
to this legislation. I am opposed to this legislation definitely. It 
should be stated at the outset that we are not opposed to the work of 
the Food and Drug Department, per se. The Department is a neces- 
sity, and it makes valuable contributions to the health and general 
welfare of the country. 

On the other hand, we believe it was never the intention of Congress, 
nor is it the intention of the electorate at large, that Federal agencies 
should take over minor police powers, which according to our ‘theory 
of government are aie lly left to States and munic cipalities, The 
original framers of the Food and Drug law definitely had in mind the 
handling of an interstate commerce matter, not local inspection. 

This is referred to your committee as the Interstate and Foreign 
Commerce Committee. I might add in passing that I sat in on some 
of the work in the formulation of this law with Senator Copeland. 

The public is entitled to expect fair and impartial administration 
of the inspection for protection of consumers and that without arbi- 
trarily and unduly hampering food production. Under the law as it 
now exists, inspectors must first obtain permission from owners or 
managers before entering food-production plants for inspection. It 
is well known that the Department has in the past been accused, and 
with considerable justification, of adopting terroristic methods as the 
result of the assumption of authority in factory inspection. 

Attention may be called to an item from a trade journal of June 2, 
1952, which is typical: 

National Canners Association Counsel Tommy Austern advises food processors 
not to lean too heavily on the Cardiff decision which holds a plant owner can 
deny FDA inspectors entry. Refusal might send the FDA inspector away in a 
mood to find some excuse for seizing shipments from the plant, he points out. 

This is but one of many such cases. Here is the attorney of a large 
and legitimate trade association advising its members to trim their 
sails to meet the whims of an usurping gestapo rather than conform 
to our courts’ interpretation of the law. 

We desire also to bring to the attention of your honorable body the 
fact that the proposed amendments are in direct violation of the fourth 
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unel ae ent to = Constitution of the United States. The court has 
said ] 1 Boyd v. lL nited Ntates (616 U.S. 616: 29 L. ed. 746): 

The principles laid down in this opinion affect the very essence of constitu- 
tional liberty and security. They reach further than the conerete form of the 
case before the court, with its adventitious circumstances; they apply to all 
invasions, on the part of the Government and its employees, of the sanctity of 
a man’s home and the privacies of life. It is not the breaking of his doors and 
the rummaging of his drawers that constitutes the essence of the offense; but 
it is the invasion of his indefeasible right of personal security, personal liberty 
and private property, where that right has never been forfeited by his conviction 
of some public offense. 

The same authority further states: 

Any forcible and compulsory extortion of a man’s own testimony or of his 
private papers to be used as evidence to convict him or crime or to forfeit his 
goods is within the condemnation of that judgment. In this regard the fourth 
and fifth amendments run almost into each other. 

\vain 1 n Interstate ('ommerce ¢ OMMAISSION VY. Brimson (154 l 
{47:38 L. ed. 1047), the court says: 

We do not overlook those constitutional limitations which, for the protection 
of personal rights, must necessarily attend all investigations conducted under 
the authority of Congress. Neither branch of the legislative department, still 
less any merely administrative body, established by Congress, possess, or can 
be invested with, a general power of making inquiry into the private affairs 
of the citizen. 

As sald by Mr. Justice Field ih R Pac tte R. (on issiOn (32 Fed. 
Rep. 241, 250) : 

Cf all the rights of the citizens, few are of greater importance or more essen- 
tial to his peace and happiness than the right of personal security, and that 
involves, not merely protection of his person from assault, but exemption of 
his private affairs, books, and papers from the inspection and scrutiny of others. 
Without the enjoyment of this right, all others would lose half their value. 


With reference to corporations, Justice Holmes has said: 


The mere facts of carrying on a commerce not confined within State lines, and 
of being organized as a corporation, do not make men’s affairs public. Anyone 
who respects the spirit as well as the letter of the fourth amendment would be 
loath to believe that Congress intended to authorize one of its subordinate 
agencies to sweep all our traditions into the fire, and to direct fishing expedi- 
tions into private papers on the possibility that they may disclose evidence of 
crime. 

Further, if any such power should be granted to Food and Drug 
De partment, the a should be safeguarded, as in other cases of 
search and seizure, by denying to the Department the right to use any 
naterial so found against any person in a criminal procedure or as 
an excuse for libeling and condemning property. 

There is at all times great danger of the loss of human freedom 
with the rapid growth of bureaucracy. The average bureaucrat is 
constantly reaching out for more and more power, as more power 
means more money, which will provide a larger bureau with greater 
influence. Increase of influence means more power, and more power, 
more money—a merry-go-round at the taxpayer’s expense and loss of 
freedom of all. There is nothing a dictator loves so much as the right 
to search and condemn at will. Even under the present act, the Food 
and Drug Department has sufficient power to act as prosecutor, judge, 
and jury, all in one. 

The Food, Drug, and Cosmetic Act is established for inspection of 
merchandise passing in interstate commerce. It now has the right 
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to-seize and examine any ee nt anywhere at any time if the same 
has moved interstate, or if it has been delivered to a common carrier 
billed for interstate movement. The public is thereby completely 
safeguarded. 

There is probably no Congressman participating in your delibera 
tions who would not admit that the general public is burdened with 
too much government. The adoption of the substance of any one of 
the amendments in quest ion, though Innocent appear ing in themselves, 
would immediately grant tremendous powers to this Department, 
and eventually call for very substantial increase in personnel and an 
enormous increase in financial appropriations. 

In view of the above, we feel that these amendments should not be 
adopted, especially since the public is adequately protected under the 
powers already enjoyed by the Food and Drug Department. 

Now, Mr. Chairman, since I am the villian in this farce, I crave 
your indulgence for a moment to discuss some features of this case 
called the Cardiff case here before the Supreme Court before we go 
any further. Just to clarify the situation, since several items in con 
nection with it have be en brought up in this hearing. 

A couple of years ago in March, when our factory was shut down 
and not in oper ation, at 12:20 noon, two inspectors from the Food 
and Drug called at the office. There was no one in the plant—a ste- 
nographer in the outer office was all. I hi app ‘ned to be in my office. 
They made this demand upon the stenographer who came to my office 
and told me of it. I went out into the outer office and asked these 
gentlemen what they wanted and they wanted to inspect the plant. I 
advised them it was not in operation and it was noon hour and we 
would have to refuse. 

They immediately pulled a copy of the law and referred me to the 
section providing $10,000 fine and imprisonment if I did not permit 
inspection. I only asked them if I might take their copy for a moment 
and this was all very polite, of course, and they yielded it to me. I 
pointed out to them the section which shows that they must first get 
permission for inspection. “Yes,” they knew about thet, they said, 
but I could not refuse permission. “Well,” I said, “I am refusing.” 
[ said “You cannot come in. 

They said they would go to the court and get an order then and 
come in and I said, “O. K., I will be in court the day you do.” I 
turned and went back to my office. They went outside. 

About 15 minutes later I went to lunch and as I went out I noticed 
them sitting in their car just outside the office door and they then 
drove off after I went out. A couple of months later I was filed with 
a criminal action to appear for violating the food law. 

Well, I appeared in court without an attorney and the judge heard 
the statement of the Federal district attorney and he red the law 
he evidently was not very impressed with the attorney’s statement— 
and he said “I think Cardiff had no intention of violating the law 
from this, but with your interpretation of the law we will have to 
have this clarified.” Therefore, he said: “We had better have an 
appeal to the circuit court of appeals. If I fine you a nominal fine, 

Cardiff, you would pay it and that would be all there would be to 
i so I am going to fine you $300, and then you will appeal this 


ss 


case. 
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“If the appeal goes against you, you come back here and I will 
remit the fine.” 

We appealed the case and we went to the Circuit Court of Appeals 
in San Francisco, and of course, I had to employ an expensive attorney 
to do that. The circuit court of appeals promptly reversed the lower 
court and acquitted me. The Department then appealed to the Su- 
preme Court of the United States, and the result you know. 

There was a rather interesting side issue to that. In this initial 
trial in the district court, as I left the courtroom, a young fellow 
stopped me in the corridor and said “Do you remember me?” I said 
“No.” “Well,” he said, “I used to be an inspector of Food and Drug. 
= ave they changed their policies or is there a new law?” I said “No, 

I don’t know that there is any new law, why?” “Well,” he said “you 
have refused = inspection to your plant several times, don’t you 
remember?” I did not remember, but I took his word for it. He 
said “They must have a new policy now.” “Well,” I said, “they have 
a new head and I don’t know whether he has changed the policy or 
not.” I thought that was worth knowing. They did not regard this 
before : apparently as enforcible., 

Now, in Mr. Crawford’s statement of yesterday he made the state- 
ment on page 12, paragraph 3, that no occasion arose over that period 
of 15 years. He said the section was highly useful in serving public 
interest for nearly 15 years before the Cardiff decision. No period 
arose over that period to institute legal action involving the scope of 
inspection authorized by the section. That is the section which pro- 
vides consent for inspection. 

Now, I want to bring to your attention a case that occurred just 
a couple of years ago in which there was involved the Maryland 
Baking Co. “A couple of inspectors called at the Maryland Baking 
Co. and asked for inspection and they were told the manager was 
in a conference and could not see them at that time. These inspectors 
went ahead and went into the plant and made the inspection and drew 
samples, then went out. A day or two later they returned and without 
seeing the manager or getting permission, repeated the operation and 
went in and made an inspection of the plant and drew samples without 
permission. A short time later a criminal action was brought against 
the Maryland Banking Co. without notification or any statement by 
these inspectors who, of course, went around for the purpose of helping 
the management, as you heard testimony yesterday. 

When that action came to court the defendant moved to suppress 
the evidence obtained and the court granted the motion to suppress 
the evidence and holding that the inspection was unlawful. After 
quoting the statute, the court says: 

Counsel for the defendant predicates his argument largely upon the constitu- 
tional prohibition against unreasonable search and seizure. However, it is con- 
cluded that the inspection did not comply within the terms of the statute. It 
is unnecessary to consider any constitutional question so far as the present case 
is concerned, as the critical words are that the employees designated by the 
Administrator, after first making a request and obtaining permission of the 
owner, operator, or custodian thereof, or authorized first to enter at reasonable 
times, it is difficult to conceive how a procedure could be any more definitely 
spelled out by the language quoted. The first step must be making of a request 
and there must be obtained the permission and formal consent of the owner, 
operator, or custodian of the factory and so forth. 
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I suppose Mr. Crawford has forgotten that. It is 2 years ago and it 
isa long time toremember. Well, after we get old we do not remember 
so well, you know. | 

The Cuarmman. Have you finished, sir? 

Mr. Carpirr. No, sir. 

The Cuarrman. Would you like to be questioned ¢ 

Mr. Carpirr. I welcome questions at any time, Your Honor. I was 
going to make another comment with reference to Mr. Crawford’s 
filed testimony here. On page 11 he states that “80 percent of our 
work grows out of factory inspection.” He had previously stated 
that previous to 1938 they were unable to do very much so I suppose 
his force was only about 20 percent of what it is now. 

But the records show that in 1933, he made 1,647 seizures, and you 
remember what he testified to yesterday, he makes now about the same 
amount. In 1934 he made 1,833 seizures, and that was before the law 
became effective. He did not have any authority at all, you see, then. 
During the period of 1933 to 1938, inclusive, he made over 1,100 seiz- 
ures of apples alone, mostly from my State. Any remember those 
were carload seizures. The country is full of bankrupt growers as 
a result. 

Now, gentlemen, I perhaps should make a brief statement in regard 
to myself in this matter, since I am a stranger to you. I have been 
dragged into court a good many times with this Food and Drug or- 
ganization, and fortunately I have beaten them every time. But I 
dislike the idea of being branded a common criminal. One does not 
like that, you know. 

Now, I have been retained by the State Grange of Washington for 
years as its technical adviser. I was for 20 years on the faculties of 
some of the leading universities of the United States. I hold a doc- 
tor’s degree from Columbia University and I am technically trained 
and I have written half a dozen books and a number of newspaper 
and magazine articles, two of those published in scientific journals 
recently, which caused a good deal of heartburning in Food and Drug 
Administration. The results were not very complimentary to what 
they had been doing, and thereby hangs a tale. 

Now, I will be glad to answer any questions you care to ask, gentle- 
men. 

Mr. O'Hara. Mr. Cardiff, permit me to say I have read the decision 
in the Supreme Court in your case, in the Cardiff case, and I com- 
pletely agree that the Supreme Court’s decision was right in that 
decision. 

Now, you obviously make a distinction between cooperation and 
capitulation, is that true. in the matter of the Food and Drug Adminis- 
tration ¢ 

Mr. Carvirr. Well, Mr. O'Hara, if there has ever been any coopera- 
tion on the part of the Food and Drug Administration, I have never 
discovered it. Now, I am not an impartial witness on that, I will have 
to admit, because they have not been in my plants very much; but my 
colleagues in the business, other processors and so forth, tell me a lot 
of things about the Food and Drug Administration that are not very 
complimentary to the Food and Drug Administration. Some of them 
are represented here today. They do not say this thing openly, but 
they are quite emphatic when they are not to be quoted about them. 
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Mr. O'Hara. Is it your experience when an inspector comes i, that 
when he ve Us through, he goes ovel all of the things, and he tries to 


be helpful in creating a better condition in your plant, or does that 
follow, or what is your own pe rsonal experience, Mr. Cardiff ? 

Mr. Carvirr. As I have stated, I have not. myself, had that experi 
ence with them much. lam quite sure that the v do not. 


Mr. O'Hara. How inany years have you been in the business? Are 
you engaged in drying apples or canning applies, or both ¢ 

Mr. Carpirr. Not canning. I was at one time in the canning busi 
ness, but 1 do not have that cannery now. I am in the drying, and 
I have been in the drying business since the First World War. 

Mr. O'Hara. And mae many years lave you been ithe Canning and 
drying business, Mr. Cardiff, altogether ! 

Mr. Carpirr. It is ih Oo years. 

Mr. O'Hara. Now, of course, this bill would take away the right 
of you granting permission, and you understand that. All that would 
have to be served upon you would be a notice, one of them plus an 
identification of the inspector, and then under those bills you would 
not be entitled to deny permission. I am trying to be practical about 
this. 

Do you agree, first, with that theory, that the owner should be denied 
the right of granting permission to come in‘ 

Mr. Carpirr. Well, Mr. O'Hara, if I were running a gambling 
house, you would have to get a warrant to come in and search me, and 
it looks to me like since I am running a legitimate food plant, I ought 
to have the same privilege. 

Mr. O'Hara. I think that that is all, Mr. Chairman. 

Mr. Bennerr. Mr. Cardiff, do you have a State food inspection law 
In your State? 

Mr. Carpirr. Oh, yes. I helped formulate them, and I helped 
organize the department. I was for 4 years on their board. 

Mr. Bennerr. You have State food maspectors that come around ? 

Mr. Carpirr. Most assuredly. 

Mr. Bennerr. That inspect plants like yours? 

Mr. Carvirr. Yes, sir. 

Mr. Bennerr. What authority do those inspectors have in examin- 
ing your plants Do you have the right to refuse those inept aeates 
Mr. Carvirr. Yes; they never inspect without permission so far a 
Iknow. They are quite cooperative, or at least they always have been 
with me. That may have been because I was formerly on their board, 

but that was years ago, and none of the inspectors now know me. 

Mr. Bennerr. Is the scope of their inspection the same as, gen- 
erally speaking, is provided in the Federal act? 

Mr. Carpirr. Well, pretty much the same; yes. 

Mr. Bennett. I guess that that is all, Mr. Chairman. 

Mr. Carvirr. You gentlemen, as attorneys—some of you are, I am 
quite sure—miust realize that if any department or anyone thinks any- 
thing illegal is going on in a plant, in a food plant or any other 
place like that, they can very easily get a warrant and make a search 
and find out. Is that not true, as a legal proposition ? 

But before this law went into effect, or before this present food 
law was adopted in 1938 or 1939, the Food and Drug Administration 
was engaged in the same game, and previous to that time, they made 
1,100 seizures of apples alone. 
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Mr. Bennerr. Does the State have different standards of inspec- 
tion or different standards for adulteration of food, and so forth? In 
other words, do you know of any cases in your State where the food 
that you process or the apples you dry would pass the inspection of 
the laws of your State but would not pass inspection of the Federal 
laws, if you shipped in interstate commerce? 

Mr. Carpirr. No. 

Mr. BENNETT. What do vou mean by that ? I do not understand 
your answer. , 

Mr. Carpirr. The answer is “No,” if I understood your question 
correctly. 

Mr. Bennerr. I am trying to find out whether, if the food that you 
process meets the stand: ids required by your State, does it also then 
meet the standards of the Feder: al Food and Drug Administration, 
or are their standards different or higher than those of the State? 

Mr. Carvirr. There is no difference, essentially. On a quality basis, 
if we passed the food laws of the State, we would pass the F ederal, | 
think. 

The CyHatrman. As you are aware, there is a call of the House. 
Whether it means that they are starting at this time to read the bill 
or not, I do not know. I think it might be well for us, after we have 
answered, to return here and to see what the situation is. Iam aware 
of the inconvenience that is caused to the witnesses who are here 
to be told on this short notice that the House is in session, which pre- 
cludes the committee from meeting. We will return immediately upon 
our answering of the names and take such action as we think is pos 
sible. 

(Whereupon, the committee took a short recess. ) 

The CHarRMAN. We will resume. 

[am not certain whether the members of the committee had finished 
their questioning of you or not. I am inclined to think they have. 
I would suggest that you step aside until more have returned and 
then if the *y wish to question ° you, we will call you back to the stand. 

Mr. Carprrr. I should be glad to do that. Mr. Chairman. I wanted 
to make another brief statement, and I will make it at that time. 

The Cuatrman. Very well. 

[ am anxious to hear those who are opposed to the legislation at 
this time. 

Mr. Fistere, are you present! 

Mr. Fisrere. I support the legislation, Mr. Chairman. 

The Cuamman. We will have to hear some of the opposition first. 

Mr. Cardiff, did you say you had a statement that you would like 
to conclude your remarks with? 

Mr. Carpvirr. Yes, sir, Mr. Chairman. 

The Cuatrman. You may proceed. 

Mr. Carpirr. It was simply this: That I do not want to be mis 
understood in regard to theoretical opposition to inspection, to a food 
and drug inspection or anything of that kind. The public is likely to 
get a wrong impression from an opposition to a measure of this kind. 

Now, my own organization, this group that I represent, and my own 
company 1s very much in favor of high quality food, and we maintain 
inspection for that purpose and finance it ourselves. We have con 
stant sanitary inspection of our plants and so forth, and the member 
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who does not keep his plants clean and who does not produce good 
food or does not live up to his contract is soon in plenty of trouble. 

Our objection to this runs largely to the way this has been handled 
by the Food and Drug Administration. The Food and Drug Admin- 
istration has made so many and such colossal mistakes that it has 
cost the consumers and the industry millions of dollars and bankrupt 
a lot of people in my own State. It is for that reason that we are 
opposing these drastic legal requirements that they are asking for. 

Now, we can, Mr. C hairms an, go along and lic k the boots of these 
bureaucrats and play along with them and do these various things 
they want us to do, and they keep accumulating more and more power. 
After a few years, we will find that we have not any more freedom. 
We will be governed by a set of bureaus, and a bureaucracy is a form 
of tyranny we cannot get rid of. 

If we have a President who is a tyrant, we can vote him out, and 
if we have a dictator who is a tyrant, we can dynamite him, but with 
a bureau, oh, no. If a bureau gets tyrannical, nothing but a revolu- 
tion can stop them. I just want to urge upon you gentlemen, as 
Members of Congress, to keep that in mind. 

Mr. Drerounian. With respect to the proposed bills, Mr. Cardiff, 
do you have any suggestions other than leaving the law as it is with 
respect to H. R. 2769, which would take out of the law as it now 
stands, “after first making a request and obtaining permission of,” 
and inserting, “after first giving written notice to,” and would you 
have any amendments of your own to this bill that you think might 
solve the problem ¢ 

Mr. Carpirr. Well, the written notice, I think, is window dressing. 
The credentials of the inspector, or inspectors—you should under- 
stand, gentlemen, that these inspectors in helping us always go in 
pairs. You attorneys understand how much more help two inspectors 

can be than one. It is about 10 times as much help in a prosecution, 
you understand. They are always in pairs. 

Now, the suggestion that was made by the gentleman who was on 
the st: and just preceding me, that we be furnished with a copy of the 
inspectors’ report and its analysis, I think, is a very wholesome one. 
I have not formulated any amendment to the,bill. I do not think 
any amendment is necessary. I think the law as it stands now is 
reasonably good. 

Mr. Deroun1an. Would you say it was not confused, in the light 
of this decision in your case, as to whether or not they have a right 
to inspect or do not have a right to inspect ? 

Mr. Carpirr. They have a right to inspect with permission. Isn’t 
the law plain in that respect ? 

Mr. Drroun1an. Well, the court sustained the fact that you were 
not criminally liable, but everyone agrees, I think, here that the law 
is in a confused state and we ought to clarify it one way or the other, 
and that is why I am asking you these questions to get the benefit of 
your thinking. 

Mr. Carpirr. Well, my suggestion would be that if it is ambiguous, 
the ambiguity should be cleared up, but I think the permission should 
be required. 

Mr. Derountan. Do you intimate at all, Mr. Cardiff, that the Food 
and Drug people have been “laying” for you for a number of years, 
or do you not make that charge ? 
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Mr. Carvirr. They have said so. 

Mr. Derountan. You think you have been persecuted by them / 

Mr. Carpirr. Well, that is putting it pretty strongly, but I might 
give you this illustration: After one of the cases they brought against 
me, they were defeated in a seizure of a shipment, an export shipment 
of dried fruit, they libeled it, and they were defeated, and the evidence 
brought out in that trial indicated very strongly that there was a con- 
spiracy to get me. 

So, on the advice of an attorney, we sued these agents of the Food 
and Drug Administration for damages in the State court. That was 
a hard-fought case, and it lasted a week. More chiefly, our evidence 
was the evidence of this previous trial. The jury stood 8 to 4 in 
our favor. The law required a 9-to-3 decision, and so technically we 
lost, but morally we won. We proved our case of conspiracy, but 
we lost the case. 

A few months later we asked for a new trial in the same court with 

a different judge and a different jury, of course. We went to trial 
again, and we got the same result, an 8-to-4 decision. Just before the 
jury went out and just after the judge had charged the jury in that 
case, an old gentleman on the jury asked the judge if he might ask 
a question, and he wanted to know whether this action for damages 
was for Cardiff or for the Washington Dehydrated Food Co., a cor- 
poration. The judge informed him that the action was by the Wash- 
ington Dehydrated Food Co., a corporation. 

After the trial, a friend of mine who happened to be around the 
courtroom asked this old gentleman, after the decision, after the trial] 
was over, why he asked that question. And he said, “I thought Cardiff 
was entitled to damages, and I was going to give it to him, but I 
was not going to give any damages to a damned corporation.” 

Well, the point answers your question. Here were 16 people con 
vinced there was a conspir: acy against us in that case at any rate. 

Mr. Derountan. I have no further questions. 

The CuatrmMan. Do you have any further questions ? 

Mr. Hate. Do I understand you correctly, Mr. Cardiff, to say that 
you think that the right of inspection should be only with the consent 
of the man to be inspected, the owner of the plant to be inspected ? 

Mr. Carpirr. Yes; that is correct. 

Mr. Harr. Does not that involve you in some difficulties? There 
might be some manufacturers who would never have any plant in- 
spected under any circumstances, might there not ? 

Mr. Carpirr. That might easily be, sir. That might easily be. 
Now, of course, most manufacturers are honest and try to put out 
good product. There are a few, of course, who are not and who are 
trying to adulterate and do other things they should not. They soon 
become well known, and it is very easy to get a writ to inspect them 
and inspect their products. In other words, I do not think the 99 
percent of us should be handicapped and punished for the wrongdoing 
of 1 percent. 

Mr. Hate. I think we are all sympathetic with that doctrine, but, 
of course, the present law is ambiguous, as the case which you took to 
the court quite clearly shows, and it seems to me that this committee 
has got to legislate to clear the thing up. 

Of course, if any body were deliber ately processing bad and impure 
food, he naturally would refuse anybody the right to inspect. 
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Mr. Carpirr. Yes, that probably would follow, and the law or the 
power to prevent that should be given to the agency in some form or 
other. 

Mr. Harte. What is that ? 

Mr. Carpirr. The agency should have power to prevent that in 
some way or other, power to prevent adulteration or duinet these wrong 
things in regard to manufacture. 

Mr. Hae. That is just what the committee has to do, and that is 
quite a problem for us, you appreciate that 

Mr. Carpirr. Yes. 

Mr. Hare. But you think in order to procure an inspection, the 
Food and Drug Administration should show cause to some magistrate 

rjudge? That is the gist of your doctrine? 

Mr. Carpirr. That is correct. 

Mr. Hare. Thank you. 

The CuarrMan. Are there any further questions ¢ 

Mr. O'Hara. I have a few more questions. 

Mr. Cardiff, you indicated that you had had a peo interest and 
had appeared in the early Food and Drug Act, or the old Copeland 
Act; is the at right ? 

Mr. Carpirr. This act was before Congress in several forms. First, 
t appeared under another name, and I cannot think of this gentleman 
who used to be head of the Department. He was later Governor of 
Puerto Rico. It is Tugwell. It was first the Tugwell bill. 

I was consulted in regard to that several times, that bill and the 
next one when it was being formulated. I had been more or less in 
this technical work, and I have been all of my life in technical work, 
wnd I was director of the Washington Experiment Station for 4 years, 
and I had technicians working under me, and that was not uncommon 

hat I should be consulted on those things. 

Mr. O'Hara. Well, are you making a point that during the forma- 
tion of what is the present Food and Drug law, under the ‘old Tugwell 
act or the Tugwell bill, as it was called, that Congress was reluctant 
to just give a carte blanche entree or the right of entry without con 
sent? Are you making that as a point in consideration of that law? 
Is that md viewpornt ¢ 

Mr. Carprrr. Senator Copeland’s idea was that too much power 
should not be granted them, and that is the reason, I think that that 
is the reason this clause was inserted as it is. 

Mr. O Hara. Of course, in section 704, the Congress did say that 
permission had to be given. 

Mr. Carpirr. That was his idea 

Mr. O Hara. But in section 301, they said if it was not given, they 
were subject to a criminal prosecution. Do you recall that provision / 

Mr. Carpirr. Yes, sir. 

Mr. O'Hara. Now, that is what the Supreme Court has said was 
confusing, as I understand the decision. Now, the point that troubles 
Mr. Hale in his questions is the same point that troubles me. Should 
we repeal section 301, which makes it a criminal offense to deny 
the permission / } 

Mr. Carpirr. Now, Mr. O'Hara, I am not a lawyer, and I think I 
am not competent to exactly answer ae But I think that we are 
safeguarded in 704, L think it is, as the thing now stands. 
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Mr. O'Hara. Well, of course, it is obvious to me that the 2 sec- 
tions, 704 and 301, are completely contradictory to one another. 

Mr. CarvirF. Well, if there is an ambiguity of that kind, it should 
be legally straightened out, of course. 

Mr. O’Hara. But you insist that the property owner, generally 
speaking, has a right to deny or grant the inspection. 

Mr. Carvirr. That is my theory ; yes, sir. 

Mr. O’Hara. Now, how are you going to reach the dishonorable 
processor who is putting out bad food or drugs? 

Mr. Carpirr. If the inspector finds a shipment of bad food, he has 
plenty of evidence then against that processor, and he can very easily 
vet a writ, and he probably does not need one if he just requests per- 
mission. 

Mr. O’Hara. Well, do you know, in your own State law, in what 
manner does your State of Washington operate in the matter of in- 
spections ¢ Do they have to get consent of the owner first in your 
own food-and-drug law in Washington ‘ 

Mr. Carpirr. I regret that I cannot answer that. They inspect 
frequently, and there is no difficulty about it at all, and they are quite 
cooperative, but technically I cannot answer your question. 

Mr. O’Hara. You helped draw that law, as I understood it. 

Mr. Carpirr. Years ago, yes. It has been modified many times 
since. 

Mr. O'Hara. How does it work? Do the State inspectors—do the 
companies out there, without exception, admit the State inspectors of 
your food law to inspect your plants? 

Mr. Carpirr. Well, I could not answer that. L think they do, be- 
cause I never hear any complaint about them, and in fact I hear them 
commended frequently. 

Mr. O'Hara. Well, in your own case, you have been operating for 
over 30 years, and do you grant permission to them to go to your plant ? 

Mr. Carovirr. Oh, yes. 

Mr. O'Hara. Whenever they ask you? 

Mr. Carpirr. They always do. There is never any difficulty with 
them at all. 

Mr. O’Hara. Why do you take the attitude you do toward the Food 
and Drug Administration, the National Food and Drug Administra- 
tion? Why do you deny permission to their inspectors ¢ 

Mr. Carpirr. Let me give you an illustration. Back in 1934, Food 
and Drug saw us make a shipment of dried apples, the one I referred 
to a moment ago, to France, and a carload went out of our Manson 
plant and went to Seattle by truck and lay on the dock in Seattle for 
6 days; and during that time, Food and Drug drew samples of it. We 
did not know anything about this. 

Then the shipment went out on a boat via the canal. When the boat 
reached San Francisco—it stopped at Portland and San Francisco, 
and it was going to stop at Los Angeles—when it reached San Fran- 
cisco, the United States marshal ordered the captain to unload that 

car of dried fruit in Alameda, a little suburb across the bay from San 
Francisco. It was libelled there, and we went to San Francisco and 
defended the libel and won the suit. 


84455—53——_9 
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Now, in that action, the Food and Drug Administration knew that 
food did not suit them before it left Seattle. The court rules that the 
fruit was not adulterated, and the charge was adulteration. 

Mr. O'Hara. I did not hear what you said there, that the food was 
not adulterated ? 

Mr. Carpirr. The court ruled it was not adulterated. The Food 
and Drug Administration maintained that it was adulterated because 
it contained too much arsenic spray, and the court asked the inspector 
why he did not notify us when he found in Seattle that it was not 
suitable. 

“Well,” he said, “we had orders from Washington to make the 
seizure in Los Angeles; when the boat got to San Francisco, we found 
it was not going to stop at Los Angeles, and so we seized it at San 
Francisco. They wanted to get as far away as possible.” 

Mr. O'Hara. And you hi: ad to go to the expense of going to San 
Francisco to defend that libel action, is that right ? 

Mr. Carpirr. And a month later, after that decision went against 
them, on exactly the same count, they seized another carload that was 
shipped to St. Louis. They seized it in St. Louis, and we had to go to 
St. Louis a few months later 

Now, it costs about $5,000 or $10,000 when you go and defend one of 
those libels. Furthermore, the fruit lies around in the meantime and 
spoils and you lose that, too. 

Mr. O'Hara. Did that actually happen in the case of your shipment 
to France? 

Mr. Carptrr. Yes, sir; the fruit lay there on the dock. 

Mr. O’Hara. The shipment was spoiled ? 

Mr. Carpirr. After the Government lost that case, they gave us 
notice of appeal, and then the fruit had to lie there, and then they did 
not appeal but brought this other case. 

Mr. O'Hara. How much did that cost you, altogether, for your loss 
of fruit and your court expenses ¢ 

Mr. Carpirr. The fruit and the court expenses, well, the attorney’s 
fee was $2,500, and we had to take a lot of witnesses down there and 
it probably cost around between $6,000 or $7,000. 

Mr. O'Hara. What was the value of the fruit that was lost? 

Mr. Carpirr. Between $2,500 and $3,000, and I have forgotten the 
exact price on it at the time. The Food and Drug went so far on that 
as to ask the French consul in San Francisco to wire France and see 
if there was not a French law that would prevent the importation of 
this fruit. Now, we had been selling that same kind of fruit to France 
for 12 years without anything or any complaints. 

Mr. O'Hara. What happened to your St. Louis shipment? Did 
you win that one? 

Mr. Carpirr. We went to St. Louis and defended that shipment, 
and we won that, and the Government took an appeal to the circuit 
court of appeals at Kansas City, and we won the appeal in the circuit 
court of appeals in Kansas City. Then they tried to take it to the 
Supreme Court, and their own counsel refused. 

Mr. O'Hara. What was the value of that fruit? 

Mr. Carpirr. The value of that was about $4,000. We did not lose 
all of that. That deteriorated, and so we were able to use some of it, 
and a year later we finally got permission, and we realized something 
on it, and I have forgotten what the amount was. 
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Mr. O'Hara. What did the cost of the litigation amount to? 

Mr. Carpirr. Well, I cannot tell you, but $4,000 or $5,000. In this, 
we were obliged to bring experts in, and the testimony is almost always 
expert testimony, and you have to bring experts for long distances 
and pay the traveling expenses and hotel bills, and the Government 
does the same thing with its experts, and you, I, and the other tax- 
payers pay that. 

Mr. O’Hara. That is all. 

Mr. Bennerr. Would the food that you are talking about, the ship- 
ment that you are talking about, that was condemned or libeled in 
San Francisco, would that particular shipment have passed the food- 
inspection laws of your State? 

Mr. Carpirr. Oh, yes; both shipments would. Both shipments 
would pass Federal, because the Federal courts ruled that they passed. 

Mr. Benner. But I am speaking about the State laws. In both 
of those cases would those shipments have been approved under the 
inspection laws, the food inspection and safety laws of your State? 

Mr. Carprrr. Yes, sir. 

Mr. Bennert. That is all. 

Mr. O’Hara, In addition to the inspections which you have from 
Food and Drug, your State inspections, does not the Agriculture De- 
partment also make inspections, the Federal Agriculture Depart- 
ment, of your products ¢ 

Mr. Carpirr. It does. Now, I might state this: That the day after 
Pearl Harbor, my company was the only one in the country that could 
furnish the Army with supplies of, dehydrated supplies for the sub- 
marines, and the orders kept coming in rapidly for the next few d: ays, 
and they sent their inspectors to ours plant, and they had the run of 
the plant, and the inspection of the food, and we were complimented 
on its quality; and from that time on, all during the war, those in- 
spectors were in our plants every day and never once were we criticized 
for quality or sanitation. 

Mr. O'Hara. So, in addition to the Federal Food and Drug in- 
spectors, the State food and drug inspectors, the Agriculture Depart- 
ment food inspectors, you had the Army inspectors in there? Is that 
correct ¢ 

Mr. Carpirr. That is right, the first part of the war, and the Army 
did its own inspection, and the latter part of the war the Army used 
the Department of Agriculture inspection. This is foods, and it does 
not apply to drugs at all. 

Mr. Petiy. Are there local sanitary laws, and are you within a 
municipality so that you are also inspected under a local code? 

Mr. Carpirr. Oh, yes, the muncipality inspects from a sanitary 
standpoint. 

Mr. Petty. You get plenty of inspectors, in other words? 

Mr. Carpirr. That is right. There is no dearth of them. 

Mr. Hate. In connection with the shipments libeled, what was the 
allegation, that there was too much arsenic on the apples? 

Mr. Carpirr. That is correct. And later we won these two cases 
which were identical, and that did not stop the Food and Drug from 
continuing to seize for the same reason, and they continued to seize 
for the same reason. 

We had another case later on. Now, I do not know whether you 
gentlemen are conversant with that matter or not. The Food and Drug 
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Administration took a stand in the early thirties that arsenic spray on 
fruit was very dangerous, and they spent a lot of money according 
to their own reports, most of their appropriation in policing that and 
making seizures and so forth. They kept that up, and my own investi- 
gations revealed that it was a fallacy, and it brought these suits, and 
we proved it. 

Then the matter got into the hands of Congress, and Mr. Cannon 
who was then chaiman of your Ap ypropriations Committee, got an 
appropriation of $50,000 through Congress and authorized the Fed- 
eral Bureau of Health to make an investigation of this question and 
ascertain the truth in regard to this and see who was right or wrong 
in it. 

The Bureau of Health went to work on that with a corps of 8 or 9 
investigators, and they worked 2 years on it and came up with exactly 
the same results that I had. They gave the fruit a clean bill. 

Mr. O’Hara. Now, did the Food and Drug Administration—— 

Mr. Carpirr. That was the Bureau of Health, 180-page report 
right there. 

Mr. O’Hara. Just listen to my question. After that decision of 
the United States Department of Health, did the *y still insist on prose- 
cutions ¢ 

Mr. Carprrr. They made a seizure after that. 

Mr. O'Hara. Still made a seizure after that ? 

Mr. Carpirr. Yes; they made a seizure of a shipment, of a car- 
load, in Los Angeles, and they went to trial on ‘th it, and we thought 
that would be a walkover and all we would have to do was to intro- 
duce this in evidence, and we fought 2 days to get that into evidence 
and could not get it into evidence. The Food and Drug Administra- 
tion would not allow that report of its own department into evidence, 
because it held that there was no danger from arsenic at all—this re- 
port does. 

Finally, during the battle, on about the third or fourth day, one 
of the Food and Drug experts was on the stand on redirect examina- 
tion, and the Federal attorney asked him a question about this. Then 
the fat was in the fire. It was in evidence then, and so we cross-ex- 
amined him on it, and we read this into the record, and the jury took 
ibout 15 minutes to give us a decision. 

The Cuarmman. Are there any further questions, gentlemen? 

Mr. Cardiff, with the experience you have had with the law and the 
numerous cases that you have related—and I assume you have not 
given us all of the cases that you have been interested in—an applica- 
tion might be made and possibly granted that you would be admitted 
as an attorney without further proof or study. 

Now, I would just like to ask a question. It is based upon what I 
think we all agree is the purpose of the law. These laws came about 
very largely through the interest that was taken by Dr. Wiley, a good 
many years ago, who brought to the attention of the public the harm 
that could come from food that was not proper. He so aroused the 
country that the act was passed that provided for inspection. I think 
we will all agree that the public is sagen te to be protected against 
some of the conditions of which we are all aware, and particularly this 
committee. 

In the years that have passed since the time it has been my privilege 
to serve on this committee, there have been many occasions when 


aa 


FOOD, DRUG, AND COSMETIC ACT 129 


representatives of the Food and Drug Administration have appeared 
before us and, by pictures usually, have shown some of the conditions 
that exist. The conditions referred to here the other day were such 
that they created a lack of desire to eat immediately after some of the 
showings that were made to the committee. 

Now, certainly nobody wants that sort of thing protected. Now, 
the thought comes to me, and I ask the question of you, because your 
testimony has undoubtedly shown that you have had great experience 
in these matters: How would you feel, or what should be done by 
way of law to protect the consuming public from the dangers that 
come from improper food and drugs? 

We have had to pass laws that protect the public with regard to 
woolens to make sure that the public is ottias what is represented. 
The same has been true with respect to furs, the so-called Fur Labeling 
Act, and last week this committee reported out legislation that would 
protect the public from flammable materials that have resulted in 
deaths. Recognizing that there is an area in which there must be 
legislation in the interest of the public, what would you suggest out 
of your large experience as the proper regulation or proper procedure 
to make certain that the consuming public is protected in the matter 
of the food that it eats or the drugs that it uses? How could we do 
it ? 

Mr. Carpirr. Well, you have asked me a very difficult question, Mr. 
Chairman. That question, however, is no different from any other 
legal matter of regulation. Unfortunately, the public has to be pro- 
tected against the few wrongdoers in all lines, and it is not confined 
to food and drugs in many lines. 

We have to be protected against shysters in the law profession, in the 
legal profession, and other professions. Now, laws are necessary. 
Theoretically we should have as few of them as possible. Two of our 
greatest statesmen, Lincoln and Jefferson, have warned us not to have 
too many laws. That is what they said. 

But in all of these matters it is necessary to take a realistic attitude 
toward them, not a fanatical attitude, but a realistic attitude. If you 
think, or anybody else thinks, you are going to eat food that is abso- 
lutely uncontaminated, you are just kidding yourselves. There is no 
such thing as absolutely clean, pure food. 

If you attempt to regulate that down to the last analysis, you will 
have more regulators than you have consumers, and you would have 
to enter every kitchen and every hotel and every cafe in the country. 
We simply must take a realistic attitude, Mr. Chairman, toward those 
matters. 

Now, I have, myself, previous to going into business, lectured on 
that very question, this ee ry question of sanitation and water supply 
sanitation and so forth for 20 years. I have the same feeling you do 
in regard to it, th: ne : isa big proble m and a difficult one, and with the 
constant increase in population and the complexity of society, the 
problem becomes more difficult, much more difficult, and espee ially this 
question of water supply. 

I do not know how we are going to meet it. It is really a problem. 
I wish I could answer your question, Mr. Chairman, but I do not have 
enough intelligence to answer it. 

The Cuarrman. I do not think that there is any doubt in the mind 
of any member of the committee that we must approach all of these 
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questions in a realistic or prac ‘tical manner while endeavoring to pro- 
tect the public. In view of your —— to this law—and maybe 
some of the objections that could be made by others—and on the other 
hand, other witnesses representing great interests are coming and 
asking for this law—how will this committee be realistic, as you say it 
should be, and in that we agree with you ? 

But what is your suggestion as to what would be realistic and prac- 

caland yete flective ? 

Mr. Carvrrr. Well, you must not overlook the fact, Mr. Chairman, 

hat the Federal Food and Drug Department is not the whole show in 
this regulation and inspection, and so forth. We have State and mu- 
nicipal inspectors, and we are temas ina good many ways. 

On this present law, as I stated before, I think probably we are 
safeguarded sufliciently as it is, and the department has evidently 
thought so all along until just recently. But if there is an ambiguity 
here between these two clauses of the law, that should be cleared up 
from a legal standpoint. I think that you have competent lawyers of 
your committee equal to that. 

The Cuarrman. We thank you for your appearance here. You have 
been very helpful to us in bringing to our attention the situations to 
which your testimony has related, and we feel that we have gained 
something, considerable in fact, by the opportunity that we have had 
to hear your statement and to question you with respect to your expe- 
rience, and we thank you. 

(Mr. Cardiff later submitted the following supplementary state- 
ment :) 


SUPPLEMENTARY STATEMENT BY IRA ITD. CARDIFF, PRESIDENT, NORTHWEST FRvuIT 
ASSOCIATION 


The misreporting of my testimony by a trade journal necessitates this state- 
ment to clarify my position with reference to inspection. I am not opposed to 
inspection by FDA; however, it is my opinion that its prime purpose should be 
to aid the manufacturer in turning out a better product rather than to harrass 
him or to secure evidence which might be used in court to*convict on an unin- 
tentional violation of law or regulation. 

It is also my contention that inspections should, in general, be made in the 
presense of someone in charge of the plant’s operation. Further, that results 
of said inspection should with reasonable promptness be furnished to the owner. 
Also, that said inspection should be with consent of owner, as provided in 
present statute. 

In case FDA has evidence, or reasonable grounds for belief, of jaw violation, 
and consent is not obtained, a warrant can readily be obtained. It is conceiv- 
able that the slight delay cause in securing a warrant might, in some rare 
occasion, result in loss of evidence; however, such loss could be no stretch of 
the imagination be compared with the loss of freedom to all law-abiding citizens 
from the dangerous procedure of voiding the fourth amendment of the 
Constitution. 


The Cuarrman. Is Mr. George S. Clark here? Mr. Clark, I under- 
stood yesterday that you opposed the legislation and that you thought 
5 minutes would be sufficient to present your viewpoint. Would there 
be any objection on your patr, or woul 1 you consider me discourteous 
if, when the 5 minutes is up, I would at least notify you of the fact? 

Mr. Crark. I think I would thank you for doing so, and I can 
finish before that time. 
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STATEMENT OF GEORGE S. CLARK, REPRESENTING THE BALTIMORE 
CANNED FOODS EXCHANGE, BALTIMORE, MD. 


Mr. Cuark. Mr. Chairman and members of the committee, Mr. 
name is George S. Clark, from Baltimore, and I am representing the 
Baltimore Canned Foods Exchange. I have a letter that I would like 
to read into the record. 

It is dated May 18, 1953, to Hon. Charles A. Wolverton, chairman, 
House Interstate and Foreign Commerce Committee, Congressiona 
Office Building, Washington, D. C.: 


DEAR CONGRESSMAN WOLVERTON: The Baltimore Canned Foods Exchange de- 
sires to record its opposition to the three bills pertaining to section 704 of the 
Federal Food, Drug, and Cosmetic Act referring to factory inspection rhe 
bills are H. R. 2769, H. R. 38604, and H. R. 3551. We do not object to factory 
inspection as we feel all our members’ plants and facilities are far above the 
industry average; but we do object to the words “after first giving written notice 
to” in H. R. 2769 and H. R. 8604, and “after first exhibiting appropriate creden- 
tials to” in H. R. 3551. Our opposition is based on the possible results of the 
inclusion of either “after first giving written notice to” and “after first exhibiting 
appropriate credentials to.” For example, the Food and Drug authorities may 
decide to write all under their authority 1 letter the first of any 1 year then 
they could inspect at will and at any time without any regard to reporting to 
management; actually, management often might not even know their plant had 


been inspected. The same could also occur in exhibition of credentials. 
The Baltimore Canned Foods Exchange being the oldest canning organiza- 
tion in the United States of America, founded in 1882, bases its opinion on 


years of experience and successful volume operations. We feel management 
should be asked on each occasion for the right to enter their plant. 

Respectfully submitted. 

BALTIMORE CANNED Foops ExcnAnat 
W. E. LAMBLE, Jr., President. 

That is all, sir. 

The Ciamman. Are there any questions, gentlemen ? 

Mr. O'Hara. Mr. Clark, you take the position that inherently a 
person has a right before a search and seizure to be served with a writ 
or a demand and also inventory of whatever the officer may take, in 
almost any proceedings that exist under our police powers of the 
States or of the Federal Government; is that correct / 

Mr. Ciark. That is correct, sir. 

Mr. O'Hara. And you feel that fundamentally that that right still 
extends and should extend to the operator or the owner of any factory 
or place where food, drugs, or cosmetics are processed 

Mr. Crarx. That is correct, sir. I think it is unconstitutional that 
a man should enter anybody’s plant or be given the permission to 
enter unless permission should be asked for, and then he should be 
given permission. 

Mr. O'Hara. Let us take the case of where bad food or drugs or 
cosmetics are being manufactured. Let us assume that permission is 
denied. Does the Federal Government or the State have a right to 
come in and obtain a writ and make an inspection of that plant ? 

Mr. Criark. That is my opinion entirely, and I do not think that 
you should burn the house down to run out a few mice. TI feel as 
though, since it has been admitted here by the Food and Drug Depart 
ment, and everybody that knows anything about it, that around 95 
percent of the canners in the country do not object whatsoever to 
Federal inspection, State inspection, city inspection, and to all of 
the inspections, I feel as though it is unconstitutional to the extent 
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that if these men are permitted according to these three bills to go 
in the plants, the evidence they get, you are building a road right 
into the Supreme Court again, because I do not think any canner is 
going to take it sitting down when he has constitutional rights. 

Mr. O'Hara. That is all. 

Mr. Hare. You say, “We feel management should be asked on each 
oceasion for the right to enter the plant.” Well, now, suppose man- 

age ment always refused admission to the plant, would not the Food 
and Drug Department be helpless ¢ 

Mr. Crark. I think that ‘the Constitution of the United States 
should be considered in not only the workings of this committee, in 
their effort to devise something to help the canners, but I think it 
should also be considered by the Federal Food and Drug Department 
in their efforts to regulate this industry. 

Mr. Hate. But the committee would like to have all of the help 
it can get from you people, because we have got a very puzzling prob- 
lem, and I do not know as of today whether we ought to have a search- 
and seizure provision or whether there ought to be something milder. 

Mr. CiarK. You have all of the law that you need right now. If 
you will eliminate from section 301 prohibi ted acts, paragraph (f), 
which refuses the canner the right to deny entry, you will come right 
back to 704. 

Mr. Hare. Your solution is to repeal 301 (f) ? 

Mr. Criark. Yes, and you will come right back on 704, and the 95 
percent you will never have any trouble with, and maybe a greater 


portion than 95 percent, because it was ; testified here yesterday by 
Mr. Crawford that for a great number of years, since 1908, that 5 
percent, the fringe, went down, and it is now close to 100 percent. 


Mr. Hare. Five percent of the people you can reach by search 
warrants. 

Mr. Ciarx. Yes, and it isa simple matter, and not only that, but it 
is according to law !n my estimation, and you can use the evidence 
that you get after you get it with a search warrant. In other words, 
what I am trying to say 1S: I don’t believe that the evidence that they 
get when they walk in without permission is legal. 

Mr. Hare. It may be a little irregular, but I wonder if Mr. Craw- 
ford might answer that contention, because I would like very much to 
hear what he has to say. 

The Cuatrman. Mr. Crawford, do you wish to answer that? 


STATEMENT OF CHARLES W. CRAWFORD, COMMISSIONER OF FOOD 
AND DRUGS, FOOD AND DRUG ADMINISTRATION, DEPARTMENT 
OF HEALTH, EDUCATION, AND WELFARE—Resumed 


Mr. Crawrorp. Our principal trouble in having refusals is from 
firms who have something to conceal. There are great numbers of 
violations occurring through unsanitary conditions in plants, where 
those conditions can not be detected by any objective examination. 
The insoluble parts of the filth are usu: lly strained out and taken out 
in some ge 

Mr. Hate. I do not think Mr. Crawford quite gets my question. 
This gentleman says that if you repeal 301 (f), 95 percent of the people 
are all right anyway and the other 5 percent you can deal with by 
search warrants. Do you think that that is true, or do you not? 
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Mr. Crawrorp. We would have to have probable cause before we 
could get a search warrant, and how we could get probable cause with- 
out seeing what actually is going on in the plant where there is no 
other method of finding out that this violation is going on, I do not 
see. 

Mr. O’Hara. Have you ever used the search warrant, going in and 
getting a writ on probable cause, and going into these plants at all, 
Mr. Crawford ¢ 

Mr. Crawrorp. I think there have been a few cases where that has 
been resorted to before the act of 1938 was passed. 

Mr. O’Hara. Since its passage, you have followed up with the crimi- 
nal prosec ution, I presume, where they have refused you permission. 
Is that right ¢ 

Mr. Crawrorp. We have not always followed up with criminal 
prosecution. We have tried to avoid criminal prosecution under this 
provision of the statute, and we thought as time went on these refusals 
would grow less and less and perhaps no criminal prosecutions would 
be necessary. 

Mr. O'Hara. But you have had them ? 

Mr. Crawrorp. We have had 2 or 3 over 15 years that the law has 
been in effect. 

Mr. O'Hara. Mr. Clark, I meant to ask you: What is your Maryland 
law and your Baltimore municipal law with reference to inspections ¢ 


STATEMENT OF GEORGE S. CLARK, REPRESENTING THE BALTI- 
MORE CANNED FOODS EXCHANGE, BALTIMORE, MD.—Resumed 


Mr. Criark. The custom is that the Maryland inspectors, I would 
say, come and go very freely; they have been cooperative, but I feel 
as though if anyone of them went in our plant without asking permis- 
sion and he was to use some evidence he got on that visit, we would have 
a defense of illegal sampling. 

Mr. O'Hara. What you are saying is that the Maryland law provides 
there must be permission granted ¢ 

Mr. Ciark. [am saving that it is not written into that law. 

Mr. O'Hara. It is not 4 

Mr. Ciark. No, sir, but for quite several years the Maryland law 
was four-square with the Federal law, and I mean by that that they 
adopted it in toto. 

Mr. O'Hara. What about your Baltimore municipal inspection ? 

Mr. Ciark. On Baltimore municipal inspection—it is more of a 
sanitary effort along the lines such as you would make in restaurants 
and other city places of business, and they are very cooperative, but 
we do have it. There are two sets of inspectors, or three sets of in- 
spectors, that go in and out of Lord-Mott Co.’s plant. 

Mr. O'Hara. What do you mean by three sets? 

Mr. Crark. The municipal, the State, and the Federal. 

Mr. O'Hara. But each of them you grant the permission before they 
are permitted to make the inspection ? 

Mr. Ciark. I just say we do not grant it, because they come and gu 
very freely and there has never been any cause with them to de ny the 
entrance. 

Mr. O’Hara. You have never had a case? 
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Mr. Cuark. We have never had occasion to refuse a city or State 
Inspector in any way, and “a are very cooperative, and we have 
never had a seizure, and we have never had a seizure under State 
— tion or city. 

O'Hara. Have you under Federal inspection at any time? 

Mr. Criark. No, sir; we have never in the history of our company. 

The CHatrMan. In the effort to protect the he: alth and at times the 
life of individuals, there are many activities that are eng: iged in by 
city, State and Federal Governments. For instance, I have read quite 
frequently in this city of Washington w here there have been prosecu- 
tions brought for unsanitary conditions that have been found by the 
inspector to exist in restaurants. 

Is it your idea that no such inspector has a right to inspect in the 
public interest to ascertain whether condition: exist that are detri- 
mental to the health of the individuals who patronize that particular 
restaurant unless and until he has the consent of the owner to make 
the inspection ? 

Mr. Ciark. I think he should ask permission. 

The Cuairman. I am not asking that. I am asking: Is it your 
idea of the law that such inspectors would have no right to make such 
inspection without first having the consent of the owner of that 
restaurant ¢ 

Mr. Crark. I have to depend on the law as I see it, and it is my 
opinion that if that man wants to use evidence that he either must get 
the man’s permission to inspect the place or he must get a search 
warrant, 

The Cuarrman. Is that opinion that you are expressing based on 
the law or on what you consider to be appropriate principles to be 
applied ? 

Mr. Cuark. Well, sir, I would say both. You asked my opinion, 
and I am saying that I would go into court and defend myself on 
the right there. 

The Cuairman. T unde een that you say that your conviction is 


so positive that you feel er it under no circumstances, law or no law, 
could an inspector in the blic interest make any inspection unless 
the sep etor of eve nt ular establishment gave his consent. 

Mr. Crark. Well, he must force his way in. I am sorry; I have 
tried to saber our ir question in the way that I see it. 

The CHAIRMAN. We ll, | ju st want to make sure, bec ‘ause I have 
never vet heard = thought expressed by anyone that under no cir- 
cumstances could an inspection be made in the public interest unless 
and until consent is granted by the person who owns the premises 
which are to be inspected. Do I misunderstand you in that? 

Mr. Cuarkx. No. Ihave always felt as though anytime that a busi- 
ness was going to be entered by somebody for any purpose what- 
soeve + that consent would be needed. 

The Cuarmman. Using another illustration, I read very frequently 


in this cr, as well as in my own city, of fire officials and fire marshals 
who make Inspec ‘tions of theaters, of public places, where there are 
ot at] ie rings o if peop yle, as we ‘ll as apartme nts, hote Is. Do you mean to 
say that in your opinion no fire marshal may make an inspection of 
a property to ascertain whether dangerous conditions exist unless he 
has the approval and the consent of the owner of the property ? 


or 
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{r. CuarKk. I feel, of course, that circumstances would alter cases. 

The Cuatrman. We are speaking about your idea of the law. 

Mr. Cruarx. A fire marshal—he may know of some condition or 
something like that that warants his inspection. However, in Balti- 
more, all fire marshals come by the office and say they want to inspect 
the property, and we send a man around with them. 

The Cuarmman. We are not asking about where they grant the 
consent. I am talking about the cases that you are referring to that 
no one should be pel mitted to make an inspect ion without the approval 
and consent of the owner of the property to be inspected. 

If I understand your viewpoint, I cannot agree with it, ep I 
think that the public has some rights that have been upheld in not 
only every State in the Union but in the municipalities that give a 
right in the public interest to make these ae ctions. 

Very well. Thatisall. Thank you, Mr. Clark. 

Now, in the few minutes that we have remaining—and we are on 
borrowed time at the moment—I want the testimony to be as helpful 
to the committee as it is possible to be. Iam going to ask: Is there 
anyone present who wishes to be heard in opposition to the present 
bills and who has any suggestions to make in the way of amendments ? 

I would like to hear from anyone who has any amendments to make 
or to offer to the legislation now before the committee. 

I understood yesterday several replied that they were in favor of 
the legislation with qualifications, and some ye with restrictions, 


and some said with limitations, and I assume that you all have the 
anne thought in mind, that while you do not give full approval to 
the bill as it is, you would give approval if cert ain changes were made. 


orb that is what I want to hear, from anybo cy who has a qué alifica 
tion or limitation, an amendment or a change that he feels should be 
brought to the attention of this committee for its consideration. 

Mr. Fraser. We have got some suggestions, and we want the in- 
spection, and we clo hot bel lieve that your amendment e pe sed would 
reach our situation in the production of vegetables the wi ay L think 
you want it made. 

The Cuarrman. You have an amendment that you wish to offer? 

Mr. Fraser. I am not ready. Only I am suggesting the way in 
which the industry has worked in cooperation with FDA to make the 
act workable, and we believe that should be emphasized before we go. 

The Cuamman. Mr. Fraser, 1 want to assure you that if and when 
you are rea ly with an ame! dment, the committee will be pleased to 
receive it either before or after we adjourn, so that it may have the 
consideration of the oe e, 

Mr. Fraser. I hope, Mr. airman, I may get a few minutes to 
show you the importance of . 

The Cuatrrman. Mr. Thomas Austern. 


STATEMENT OF THOMAS AUSTERN, COUNSEL, NATIONAL CANNERS 
ASSOCIATION, WASHINGTON, D. C. 


Mr. AvustTErRN. |] represent the National Canners Association, Mr. 
Chairman. 

The Cnatrman. You are in favor of the bill? 

Mr. Ausrern. We have some suggestions. 








136 FOOD, DRUG, AND COSMETIC ACT 


The Cxyairman. How long will it take you to give us your sugges- 
tions ¢ 

Mr. Austern. I should think about 12 minutes. 

The Cuarrman. That bell is apt to ring at any time. All right; 
you may continue. 
’ Mr. Austrern. I have filed with the committee a statement which I 
trust, with your permission, may be included in the record at this 
point. ' 

The Cuarrman. Your statement is included in full at this point. 

(The statement is as follows:) 


STATEMENT oF H. THOMAS AUSTERN, CHIEF COUNSEL, NATIONAL CANNERS 
ASSOCIATION 


My name is H. Thomas Austern, I am appearing here today on behalf of the 
National Canners Association to which I am privileged to be counsel. 

The National Canners Association is a national trade association comprising 
approximately 1,000 canners who collectively pack about 75 percent of the Na- 
tion’s production of canned vegetables, fruits, fish, meat, and other canned foods. 

Its membership includes canners in all but 2 of the 48 States and in Alaska 
and Hawaii. It represents a large majority of the members of one of the largest 
food-producing industries subject to food and drug regulatory control and to 
the limited factory inspection authorized in section 704 of the Federal Food, 
Drug, and Cosmetic Act. 

We have asked for this opportunity to present the association’s views on H. R. 
2769 because we deem it important respectfully to call to the attention of this 
committee the precise limits of that proposal as we understand it. 

Preliminarily, Mr. Chairman, I should like to mention that the National 
Canners Association is a national organization with each canner being a direct 
member. It is not a federation of regional, State, or commodity associations 
that are independently organized. 

The views we desire to express relate today solely to H. R. 2769. They do not 
relate to other questions which exist as to the scope of factory inspection or 
with respect to other provisions of the act. 

We are hopeful that at some appropriate time this committee will invite dis- 
cussion of the many important questions which are ripe for review under this 
law that has been in effect for some 12% years. 

At this time, however, we are not taking any position on these additional 
questions. The fact that we do not do so indicates neither agreement nor dis- 
agreement with whatever views may be presented by others. 

This morning we are confining ourselves to—and I am authorized to deal with 

nly—the single question dealt with in H. R. 2769. 

The question is whether Congress should authorize the representatives of the 
Food and Drug Administration, after giving written notice, to enter a food 
establishment in order to make the limited inspection authorized in 1938 when 
Congress enacted section 704 of this act. 

We think it should but that Congress should make it clear that it is doing 
this and nothing more. 

Over the years, there have been some differences in view as to the scope of 
nspection which Congress authorized in 1938. It is our understanding that this 
bill is not intended in any way to deal with this problem of the scope of 
inspec tion. 

We deem it important, however, that this committee make this clear. There 
is a possibility that under some Supreme Court cases, it might be argued in the 
future that the reenactment of a provision—or what is possibly tantamount to 
reenactment, the partial amendment of a statutory provision—might by impli- 
cation confirm the fullest extent of power asserted by the enforcement agency. 

We understand that Congress is not being asked to do this. To make this 
point clear, the National Canners Association, on February 4, 1953, addressed a 
letter to Mrs. Hobby asking that our understanding be confirmed. 

This understanding, as stated in that letter, was that “the sole purpose for 
which Congress is being asked to amend section 704 is to eliminate the require- 
ment for permission; and the requested amendment, if enacted, is not to be 
considered as having changed the law with respect to the scope of authorized 
inspection from that originally enacted * * *” 
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On February 12 Mrs. Hobby replied that our understanding was correct 

With your permission we should appreciate the inclusion of these letters in 
the record of this hearing. 

The National Canners Association has always supported reasonable food and 
drug legislation. The canning industry sponsored the original act of 1906. 

Again in 1938 the Copeland bill, as finally developed with the original fae 
tory-inspection provisions, was supported by the association. 

The canning industry believes that it has nothing to fear from a reasonable 
and limited right of factory inspection accorded to the Food and Drug Admin- 
istration. 

On the basis of the understanding youchsafed by Mrs. Hobby, the associa 
tion, in a resolution unanimously adopted on February 21, 1953, at its national 
convention, expressed itself in the following language: 

“The canning industry approves of the immediate enactment of legislatiot 
restoring the authority to enter processing factories for the purpose of making 
the limited inspection authorized by the Federal Food, Drug, and Cosmetic 
Act.” 

Accordingly, we favor passage of H. R. 2769. We do so on the understanding 
recorded in these letters. Moreover, we think H. R. 2769 is preferable to H. R. 
3551 because it is unnecessary to reenact the entire section 704 to make this 
slight change. 

We earnestly request that the committee make it clear in the legislative 
history that it is doing no more than Secretary Hobby has asked it to do in 
this area, 


FEBRUARY 4, 1953. 
Hon. OveTA CULP Hossy, 
Federal Security Agency, Washington 25, D.C. 


Dear Mrs. Horsy: The attention of the canning industry has been directed 
to your letter of February 2, 1953, to the President of the Senate and the 
Speaker of the House of Representatives, enclosing a draft bill for the amend- 
ment of section 704 of the Federal Food, Drug, and Cosmetic Act (21 U. 8S. C. 
374). Your letter amplifies in detail the request to the Congress in the Presi- 
dential message on the state of the Union of February 2, 1953. 

The National Canners Association desires promptly to present this proposal 
for consideration by the canning industry. 

Your letter to the Congress states in part: 

“We have considered several methods of repairing the factory-inspection 
provisions. Time is of the essence in restoring the needed authority to pre- 
vent loss of the progress made over the past 14 years. A simple amendment, 
to eliminate the need for obtaining permission before making inspections, can 
restore the vital provisions and should avoid needless controversy over the 
scope of the inspection authority. We are content to leave to the United 
States courts the problem of saying how far the authority extends. Efforts 
to change the substantive language in any way will involve heated controversy 
and is likely to delay enactment.” 

We understand this paragraph, as well as the letter as a whole, to indicate 
the scope of the request to Congress as being limited to the precise point as to 
the right to enter and inspect establishments dealt with in United States vy 
Cardiff, decided by the United States Supreme Court on December 8, 1952. As 
you know, there remain areas of forthright and respectful disagreement as 
to the scope of the inspection authority in section 704, particularly as to what 
is comprehended within subdivision (2) of that section. In short, the sol 
purpose for which Congress is being asked to amend section 704 is to eliminate 
the requirement for permission; and the requested amendment, if enacted, is 
not to be considered as having changed the law with respect to the scope of 
authorized inspection from that originally enacted and existing prior to the 
decision of the Supreme Court in the Cardiff case. 

We would appreciate formal confirmation of this understanding. In view of 
the urgency noted, we respectfully suggest that this explicit assurance will, as 
you state in your letter, “avoid needless controversy over the scope of the 
inspection authority.” 

Very truly yours, 
CARLOS CAMPBELL, 
Executive Secretary. 
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THE FEDERAL SEcURITY ADMINISTRATOR, 
Washington, February 12, 19538. 
Mr. CARLOS CAMPBELL, 
National Canners Association, 
Washington 6, D. € 

Dear Mr. CAMPBELL: Your letter of February 4, 1953, deals with my letter to 
the President of the Senate and the Speaker of the House of Representatives 
enclosing a draft of a bill for the amendment of section 704 of the Food, Drug, 
and Cosmetic Act. You quote a paragraph from my letter and ask if you have 
accurately expressed our views. Your understanding of the paragraph is correct. 

We very much appreciate your interest in writing and hope that this reply 
will be helpful to you. 

Sincerely yours, 
OvetTa CuLp Hossy, Administrator. 

Mr. AvuSsTERN. My statement covers the coverage of the National 
Canners Association, which is nationwide. That statement, Mr. 
Chairman, likewise includes an exchange of corre spondence between 
the National Canners Association and Secret ry one 

I should like to say that that correspondence is designed to make 
it clear that in making the single amendment an h this bill makes, 
you are not touching in any way the scope of inspection. 

We agree that the inspector, as our statement indicates, may get 
in, and we hope you will make it clear that you are not now de: aling 
with the question of what he may do when he gets in. Weare satisfied 
to rest on the language, the carefully drawn language of Congress in 
1938. 

Now, may I next turn directly to the points which have been raised 
on which we somewhat immodestly think our comments may be useful 
to the committee. 

One, there hase been a discussion of the exhibition of credentials 
as specified in H. R. 3551. We doubt whether that is really neces- 
sary or practicable. Nobody admits an inspector without looking 
at his credentials. No one conceivably could be prosecuted for refus- 
ing admission to an inspector who would not oi his credentials. 

And as you know, sir, misrepresenting oneself as a Federal officer 
is a crime. 

Two, the written-notice provision in your bill, we think is needed. 
We do not think it is meaningless, for two reasons: One is legal 
and one is practical. Legally, it is an analogue to that part of the 
fourth amendment with which this committee is familiar that pro- 
vides that a search warrant must particularly describe the place and 
the things to be searched. We think that that notice must refer to 
section 704, and we rest on the limited language and the limited au- 
thorization in section 704 (2). Practically, that notice will serve 
as a record of the visit, identifying the date and the inspector; and 
without taking the time to elaborate, I can tell you from experience 
of some 20 years in the canning industry as counsel for the national 
association, that can be important. 

Now, third, the point was made yesterday and made again this 
morning that perhaps this notice might have a continuing effect, that 
perhaps the FDA might simply send a general notice by mail at the 
beginning of the year, and that it would have a continuing effect when- 
ever any inspector thereafter showed up. 

I am frank to say, sir, that that point was raised, and it was dis- 
missed—perhaps too hastily. We suggest to you that if the commit- 
tee is troubled about it, and perhaps there is reason to be troubled, 
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you add after the word “giving” in line 7 of H. R. 2769, the words 
“for each entry specific,” so that the phrase would a this way: 
“after first giving for each entry specific written notice to”. 

Fourth, as noted in my statement, we do not think that this 
committee should attempt to modify the language in section 104 (2) 
as to the scope of inspection. Congress carefully limited that in 
1938, and this committee ought not to fool with it, I submit respect- 
fully, for two reasons: If you do so, you would do it without the 
opportunity for hearing or notice to people who are vitally interested 
in that scope of inspection. And, next, we would be here endlessly 
talking about it, perhaps, differently for foods and differently fér 
drugs and antibiotics and so forth. 

Fifth, the word “custodian” has apparently proved to be a trouble- 
some term. Perhaps this committee should say—when you change to 
a mandatory inspection—that the notice be given to “the owner, 
operator, or person then in charge of the premises.” 

Now, that janitor problem, that deaf-and-dumb custodian problem 
that we have heard about, is simply a function of an inspection at a 
reasonable time. If the plant is running, someone is in charge. 

Lastly, the law says that inspection must be at reasonable times. 
That is now in section 704. I have no hesitancy, Mr. Chairman, in 
bulletining to the canning industry that inspe ction request when a can- 
nery is not running, such as in the middle of the night, is not at a 
reasonable time, and they do not have to let the inspector in; and I 
would not worry about a prosecution for refusal, for keeping him out 
when the cannery was closed down at night. 

You do not need daily legal advice on a lot of this stuff. Some 
of it is plain commonsense and the courage, some of which we have 
seen exhibited here, to stand up for your rights. 

Yesterday you were asked to put the word “reasonable” in to 
define the scope of inspection, presumably to specify that the inspec 
tion should be reasonable. I would rather rest on the limitations of 
that careful language in section 704 (2) as to what can and cannot 
be inspected after the man gets in. 

We have told the canners that they do not have to give private 
formulas, quality-control records, or pose themselves or their plants 
for photographs or to qualify their personnel. We know that the 
FDA in the Cardiff petition asserted a different view, but if this 
committee, sir, is careful—as my statement amplifies in detail and 
the correspondence with the Secretary makes clear, if you are careful 
not to confirm that assertion in the Cardiff case, which I respectfully 
submit is erroneous—we will, I believe, be able to defend against 
any prosecution for refusal to do what the law does not authorize. 

Secondly, we can assert our constitutional rights against the use of 
any improperly taken evidence under the fourth amendment, because 
the Federal exclusory rule permits you to get that evidence back, or 
if it is contraband, to prevent its being used in court. 

Perhaps I am still within my time. I have got a great deal to say, 
but I appreciate your time problem. 

The Cuarrman. You can put anything you want in the record, and 
you can revise and extend your remarks. 

Mr. Avusrern. That is a privilege and a practice which only Con- 
gressmen can indulge in, sir. 

Mr. Bennerr. I have a question. 
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The CnHatrman. Several of these gentlemen would like to ask you 
some questions. 

Mr. Bennerr. Do you take the position that Congress should make 
no chi nge in the language governing the scope of the inspection ¢ 

Mr. AusTerNn. We are, firstly, for the bill. The bill does not touch 
subdivision (2) of paragraph 704. We do not want the committee 
to put us in the position Aion because of the implications of law 
that are explained in my statement, it might be said that you had 
done that. We ask that you make it clear. 

Mr. Bennett. I am sure that you are a lawyer, and neither this 
committee nor Congress is governed and bound by the language of 
a bill that someone introduced. This whole matter is open here for 
consideration. The thing that I am concerned about, and your testi- 
mony gives me further concern about it, is the fact that if I under- 
stood you correctly, you say that you are perfectly satisfied with the 
language as now written governing the scope of these inspections on 
the one hand. On the other hand, you say that you put an entirely 
different interpretation upon the meaning of that language than does 
the Administrator of Food and Drug. 

Mr. Austern. That is correct, sir. 

Mr. Bennett. Now, do you feel that if this bill is passed making 
no modifications of this authority, and no further clarification of it, 
that the Food and Drug Administration would change its position 
with respect to it? 

Mr. Austern. May I address myself to that precisely? What the 
Food and Drug Administration might or might not do, I am not in 
a position to say. On the other hand, there are Supreme Court cases 
which suggest that if Congress reenacts a statutory provision or 
what is tantamount to doing that, merely changes part of it and reen- 
acts the rest, they might be said to have confirmed the existing as- 
serted administrative interpretation. 

Now, that is an established doctrine. What we are saying to you, 
sir, is, please be meticulously careful in making this slight change 
in 704 not to confirm the Food and Drug erroneous assertion. 

Mr. Bennett. Isn’t the best way to do that to clarify the language? 

Mr. Ausrern. I submit, sir, with all deference, no. For several 
reasons. In the first ness the language that Congress put in here in 
1938, after 5 years’ consideration of many bills, as you will recall, 
is carefully drawn, covering pertinent equipment, finished or unfin- 
ished materials, containers, and so on. 

Mr. Bennerr. It is carefully drawn, then, and it has been on the 
books for a number of years, but is it not a fact that the people in 
the industry being governed and the administr: ation that is inspect- 
ing, do not and never have agreed on what it means? 

Mr. Ausrern. To the extent that they have attempted to get more 
than we think they are entitled lawfully to get, the answer is yes. 
We have never had any trouble, sir, in advising canners that they do 
not have to turn over records, and we have told them they do not have 
to, and we never have had any trouble telling them that Food and 
Drug cannot look into personnel. 

Mr. Bennerr. I am not concerned with what you tell the canners. 
That is your problem, but what I am concerned about is: Is the 
language ambiguous and is it capable of one or more different mean- 
Ings, de pe nding upon who is interpreting it, and can it be improved 
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by some simple clarifying language so that there will not be any 
doubt as to what is intended to be the scope of these inspections ¢ 

Mr. Austrern. | a answer that directly: One, I think it is clear, 
and two, I think if this committee wants to go into the question of 
whether it should oe by le arified, if you think I : am wrong as to the first. 
I submit to you, sir, that there has been no notice sent out that that 
subject was going to be ventilated at this hearing: and I must say, 
on the basis of great study, that if you are going to ventilate that 
issue as to how this Inspection scope shall be rewritten, we are voing 
to be here for months. ‘That is a very involved question, and I think 
that you will find that the considerations are different for food pos 
sibly ‘than for drugs, and all we are saying is that we 

Mr. Bennerr. Would you be here for a month if you added a phrase 
here that the inspection ought to be reasonable¢ I understand you 
object to that. 

Mr. Austern. I do object to that; I think that that is worse for us 
than not adding it. ‘That is for this reason: The fourth amendment 
protects us against unreasonable searches and seizures. When Con- 
gress specifies, we think, with particularity what the inspector may 
do, we are in a position to say that if he went beyond that he acts 
unreasonably. You put the word “reasonable” in there, and you make 
that subsection (2) very rubbery, and then you really open the doors 
to litigation. 

Mr. Bennerr. You object to the word “reasonable” when it applies 
to time inspections are made. 

Mr. AusterNn. It is in there now, and we want that. 

Mr. Bennerr. What is that in there for, and why have the word 
“reasonable” in there if the time of inspection does not mean any 
thing ¢ 

Mr. Austrern. The concept of reasonableness, probably in the ab- 
sence of the term reasonable as to time, would comprehend both, but 
clearly there is a distinction, and Congress knew about it, and we 
talked about it in the 1930’s, and Congress knew that we wanted the 
term “reasonable time” flexible, and that is why it is in there as to 
time. 

We knew the question as to what was the appropriate time de 
pended upon the circumstances, but when they came to discussing 
the scope of inspection, Congress did not want to rest on that word 
“reasonable.” Congress specified the scope of inspection with par 
ticularity. 

I think that they were right, and I think you can handle the con 
cept of what is an appropriate time case by case. When you come to 
what the man may do, you ought to spec ify what he can do and what 
he may not do. 

Mr. Bennetr. What he does is more important than the time he 
enters the plant, what he does after he gets in. 

Mr. Austern. Oh, definitely. 

Mr. Bennett. The thing that concerns me is that this language is 
crystal-clear to you; it is crystal-clear to Mr. Dunn, it is crystal 
clear to Mr. Crawford, but you are all looking through different 





crystals. 
Mr. Ausrern. I could be flippant and say that is an tae ips, I 
earn a living, but I would like to say further, seriously, sir, that you 


have a practical] problem as a member of this ceeeeaailitans You ent 
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either limit yourself to this one point that this hearing was called 
on, namely, should you let the man in and rest on what Congress did 
in 1938 on what he can do after he gets in the plant. 

If you want to broaden the hearing and go into the question not 
only of whether you are going to let him without a search warrant, 
but also go into the question of what he does when he gets in there, 
and what constitutes a proper inspection, then you are holding a 
hearing on a different and a vastly broader subject. 

There are lots of things. Mr. Bennett, in this statute that might 
warrant reexamination. We hope that this committee will hold a 
full hearing, and we can look at them. I submit we had better not 
do it on this bill. 

Mr. Bennerr. This phase may not be important to the people you 
represent, but I think there are a lot of other people throughout the 
country to whom it is very important, and I think that one of the 
important reasons that it ought to be considered is that you are chang- 
ing the inspection, the Federal inspection situation from a voluntary 
permissive one to a compulsory one, 

Now, I have no objection to that at all, and I think that it is neces- 
sary, but it is one thing to define authori ity to inspect a person’s prem- 
ises when the owner can say “Yes” or “No,” “Yes, you can come in,” or 

“No, you cannot”; and it is quite soilians thing to define that authority 
when the owner has no discretion, and the fellow knocks on the door 
and walks in. Now, I think that that is the whole business in a 
nutshe - 

Mr. Austern. I will agree, sir, with your analysis. If I appre- 
hended that you were going beyond giving the right to the inspector 
to get in—which I am authorized by the association, the National 
Association, pursuant to a resolution in my statement, to approve— 
if I thought that doing so created a serious problem about those fellows 
going on a frolic of their own after they got into the plant, I would 
be the loudest one to complain. 

I have watched that rigidly for 12 years. But I submit that perhaps 
you are taking on more than you need to today. I can say further 
that I am authorized to say that if you make solely this one change, 
we approve the bill. I have suggested, perhaps presumptuously, on 
the question of entry, some other changes in the light of the discussion 
we have heard here, but we think you are going to be opening Pandora’s 
box if you go into the scope of inspection, , and we are very much sienia 
of what may come out. 

Mr. Hare. Pandora’s box is open now. 

Mr. Austern. I am authorized to say that we will rest on the limi- 
tations Congress put in. The fact that a Government lawyer asserts 
that statutory language covers all outdoors is not a new phenomenon, 
certainly over the last 20 years, and we are prepared to deal with it. 
But what we are not prepared today on, and the thing that troubles 
me gravely, sir, is that on that issue of the scope of inspection it ought 
not to be done in a very quick hearing on another point. 

It is a very important thing. This camera question we could get 
into, but I am perfectly satisfied with our position about those cam- 
eras. There are also other ways to deal with it. One is get in front 
of the cameras so he cannot take the picture. 

Mr. Bennett. You want to leave it open to speculation and leave 
it open to litigation and even it open for judic ial construction rather 
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than adopt the expedient of drawing up some simple language that 
most people could understand at the time we are considering the 
problem ¢ 

The CHatrman. I think the witness has made it very clear that his 
business depends upon that. 

Mr. AusTErN. I have not suggested that you abdicate. I have every 
confidence, as does the canning industry which has ap peared be fore 
this committee for 40 years, that when you come to grips with this 
problem, you will do the right thing. I am not saying let us leave 
it and have a lot of litigation. We have not had any, and I do not 
think we will. All 1 am saying is that if you want to come to grips 
with that broad problem, let us not back into it on this bill. 

Il am not suggesting, sir, that this committee should abdicate or 
that we can ever get further | yy litigation rather by sound legislation. 
I am simply saying that we should not open that one up and start 
dealing with a section that we are content to rest on. 

We are not half as worried about the Government’s assertions as 
perhaps we ought to be. The thing we are worried about is that this 
committee make it clear that it is not buying the Government’s posi- 
tion. Then, when you come to look at the other things that you must 
look at under this statute, let us explore this scope of inspection point, 
and let us look at the camera question, and let us look at who can 
look at this assertion of the FDA about records, and find out where 
the fourth amendment stops on that point. But let us not back into 
it casually on this bill. 

I hope that is a respectfully put position, sir. 

Mr. Bennett. I respectfully disagree with it, but I understand you 
position. I think one member of the committee will be interested in 
endeavoring to simplify the language of this, to redefine in plainer 
language the scope of the authority of this inspection. I just thought 
that associations which you represent who certainly must be vitally 
concerned with this problem ought to be willing to come forth with 
some suggestions about how it should be changed if it is to be changed. 

Mr. Austern. We would be delighted to do that. As perhaps was 
indicated by another witness, we have considerable files - the subject 
of what you should and should not do about inspection, but I respect- 
fully believe that this is not the time now and not the notice that was 
afforded on this bill to do it. 

We think we can protect ourselves and I assure you that we fight 
bureaucratic overreaching if we ever encounter it. 

Mr. Hate. I just want to ask a question. I want to say that I think 
that your suggestion about the written notice, the language “from time 
to time” is excellent, but it still does not satisfy me that if you are 
going to require written notice at all you should not have much more 
specific language than even you suggest. 

Mr. Ausrern. I may be overoptimistic but I would like to say two 
things in response to that. First, if this committee desires to specify 
in this amendment that the written notice to be give nm must contain 
certain requisites, (4) recite the statute, (b) identify the plant, and 
(c) identify the inspector making the ins salions I have no objection 
to that. But I cannot conceive of any notice that would in court be 
deemed to satisfy the present draft of the bill that would not say at 
least that much. 








144 FOOD, DRUG, AND COSMETIC ACT 


Mr. Hate. Let me ask you this: On this question of “owner, opera- 
tor, or person in charge,” suppose the Food and Drug Administration 
wants to make an inspection of the Johnson & Johnson manufactur- 
ing plant in New Brunswick, N. J., which is a great big plant that I 
have seen from the train. The owner is Johnson & Johnson and the 
operator is Johnson & Johnson and the person in charge is presum- 
ably Johnson & Johnson, and now those words just do not get you 
anywhere when you are dealing with a corporation, 

Mr. Ausrern. I can say in response to that, that that is one phrase 
of the problem that, with the exception of these unhappy incidents in 
Indiana, where, if the story is correct, I think the inspector should 
be severely admonished if not fired—apart from those aberrations the 
usual practice is this: if the inspector turns up, we have told the 
canners and they know, to order that, “You bring the fellow to the 
superintendent’s office,” and in the second place, we advise, “Always 
have someone go around with the inspector.” If the inspector is tak- 
ing samples off the line, take the next can. Those are just common- 
sense directions. 

Now, on this owner-operator or custodian thing, I would be de- 
lighted to be able to offer a better suggestion. I don’t want somebody 
to come in the middle of the night and talk to the watchman in the 
boiler room and hand him a notice and then go ambling through the 
plant. If that happens I would fight it on the notice point that it 
was not a bona fide notice, and I would fight it on the ground that 
it was not at a reasonable time. I would advise any canner to whom 
that was done to stand up and fight. 

But I wonder whether the problem with which you have so sin- 
—_ sly concerned yourself is of the magnitude that you suggest? Prac- 

ically it does not seem to me to be. 

ies Hare. Maybe it is not, but when you are going to draw a statute 
we want to draw as good a one as we can. Suppose I draw a notice 
addressed to Johnson & Johnson Manufacturing Co. That “our in- 
spector will visit your plant for the purpose of making an inspection 
on Monday next,” and the girl in the outer office of Johnson & John- 
son just puts it in a filing tray. Now, is that notice? 

Mr. Ausrern. I can only give you this analogy, when they come to 
inspect premises under these local laws the ¢ hairman has adverted to, 
very often the notice is marked “Occupant,” and that is not untypical. 
I am quite satisfied that if the notice is addressed to the person in 
charge of these premises, I think that would do the job. But I want 
the notice. 

Mr. Harez. Do you think it ought to be like a letter from the Fuller 
Brush Co. ? 

Mr. Austern. No, I do not, but I can give you an illustration. It 
can be a sort of John Doe notice. In our association we have thou- 
sands of small canners, and we concern ourselves with their problems 
because we know they do not have facilities that others do. I think 
that in the case of the smaller canner, that phase of the problem is 
not acute. I may be wrong. 

The Crarrman. Are there any further questions, gentlemen ? 

Now, without starting a question period over again, I want to sug- 
gest to you that while you have expressed your opinion as to how this 
law might be changed so that there will be no misunderstanding be- 
tween what you mean and what you want the committee to believe, 
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put it in the form that you feel that it should be in and submit it to 
us as a part of your remarks, so that the committee can have your 
suggestion is black and white before it when it considers the question, 
It will then come up in our executive session. 

Mr. AusterN. We will be happy to do that, siz 

The Cuarrman. Thank you. 

Now, you realize the time is short, and if you will wait just a mo- 
ment, Mr. Hale, I know that I have trespassed upon the patience of 
the committee, but we have done it in the hope that we could be help- 
ful to those who are here prepared to testify. 

I am going to call the list quickly, and I want to know who wants 
to talk and how long and whether you have any suggestions to make. 
In my opinion, it is not necesary to just keep reiterating the same 
things. What we want is new thoughts, if you have any, and we have 
got the thoughts that are already expressed and repetition does not 
necessarily make it any stronger in our mind. Each of the speakers 
has spoken well and has clear ly defined his views, and so with that in 
mind, we want something that is constructive. 

Now, Mr. Hi irrop, are you here? 

Mr. Harror. I would like to be heard; yes, sir. 

The Cuamman. How many minutes will you need? 

Mr. Harrov. About 10 minutes, I think. 

The Cuarrman. Will you have any suggestions to make about an 
amendment of the law? 

Mr. Harrop. One suggestion along the line Mr. Austern made in a 
shebtly different form. 

The CHamman, Now, Mr. Brooks; Mr. Brooks has filed a state- 
ment. 

Mr. Fakier ¢ 

1 understand he will not be able to testify but he will file a state- 
ment, 

The Cuairman. Mr. Fistere ? 

Mr. Fisrere. I would like to be heard briefly. I have no sugges- 
tions, Mr. Chairman, but we have some reasons to advance in support 
of the bill that the committee has not heard. 

The Cnairnman. Mr. Bedford? Does Mr. Bedford answer? 

Is Mr. Frates here? 

Mr. Frates. We have some suggestions, sil 

The Cuarrman. Is Mr. Riley here, the American Federation of 
Labor ¢ 

(No response. ) 

The Cuairman. Is Mr. Bison here? He is representing the Na- 
tional Association of Retail Grocers. 

(No response. ) 

The Cuatrman. Mrs. Frances Wright ¢ 

Mrs. Wricutr. If I may, Mr. Chairman, just to make a plea for pro- 
tection of housewives. It will take about 5 minutes. 

The Cuarrman, Dr. Lull, I understood, would speak. 

Dr. Lux. Just about 5 minutes with suggestions. 

The Cuamman. Dr. Lull has filed a statement which helps con- 
siderably. 


Mr. Holloway 4 
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Mr. Hotioway. I have been persuaded that silence will be golden, 
sir, and I will file a statement in the record, and if I may, reserve the 
right to make some suggestions and send it to the committee later. 

The Cuamman. Mr. Holloway, you certainly have that right, and 
I think I have said e nough alre: ady to indicate the committee is very 
anxious to have those wh o have suggestions that would improve the 
legislation in their opinion, to submit them to us. You may either 
present it to the committee now or you may prepare your amendment 
and submit it to us and it will be made a part of the record. 

Mr. Fraser, I have not overlooked you. You will be given an oppor- 
tunity to be heard. 

Mr. Fraser. Just for a few minutes, sir. 

I am speaking for about 114 million of the grocers who are very 
deeply concerned, and it represents $10 billion worth of food. We 
have a very important side in this situation for the simple reason that 
a lot of our work has to be done in interstate commerce and I want 
to show you our side. 

The Cratrrman. I overlooked calling the name of Mrs. Leslie 
Wright, is she present ? 

Mrs. Wricur. I speak for housewives and other women. There 
are sO many people here re presenti ine trade peothie that I think it is 
a good thing to get into the record something for the women of this 
country who are interested in the Food and Drug Administration. 

The Cuarrman. Now, Mrs. Wright, if you wish to come up and 
take the stand and make any additional statement, I think that the 
members of the committee will wait long enough for you to do that. 


STATEMENT OF MRS. LESLIE WRIGHT, LEGISLATIVE CHAIRMAN 
OF THE NATIONAL ASSOCIATION OF CONSUMERS 


Mrs. Wricut. My name is Leslie Wright and I am the legislative 
chairman of the National Association of Consumers, the members of 
which are all volunteers and who serve without any pay whatsoever. 

I don’t think it is necessary to take your time, Mr. Chairman, to 
read this statement which I can put in the record from the National 
Association of Consumers. I would like to say a few things, however. 

There has been more or less of a criticism of the work of the Food 

Drue Administration. I have been chairman of legislation for 
another women’s organization, 514 million women, for quite a number 
of years, and I know a great deal about how the women of the country 
feel. I know that it was principally through the work of the women 
of this country that the Food and Drug Administration under Dr. 
Wiley got started as the Bureau of Chemistry. When the attempt 
to discredit his work was made, it was the women of the country who 
worked for him and who saw that the Bureau of Chemistry and Dr. 
Wiley received the commendations and support deserved. 

We women are the people who do most of the buying and we are 
concerned with pure food and drugs. I was very much interested, 
Mr. Chairman, when you made the ar alogy of the restaurant kitchens 
in which inspectors should be allowed to go. There isn’t a house- 
wife that I know who would want food served on her table from a 
filthy kitchen, and I feel that that is the same way with the factories 
which produce such a volume of packaged goods for table use. 
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Now, there have been statements made by manufacturers who do 
not want inspectors to enter their factories. I should like to make 
one suggestion. If you do not pass this present amendment to the 
law, I should like to suggest that you make mandatory the stamping 
on goods coming out of factories that this particular manufacturer 
refuses to allow Food and Drug inspectors to go into that factory, 
and I do not think that many housewives would buy that particulai 
product. 

Now, if you do not pass the legislation now being considered, | 
think that my suggestion would be a very simple way to protect the 
consumer. Let the 5 percent or more of the men who do not want 
to have their food inspected have that statement put on those con 
tainers. Then that would be perfectly all right with the people who 
want to eat food which is infected with weevils, which is filled with 
rat feces; where oleo is sold for butter, and horse meat for beef. I 
think that would be a very good thing to in 

We housewives find that more and more we are getting less and less 
a ante from the Federal Government. We all know now that the 

Jepartment of Agriculture has stopped grain inspections. Con- 
sumers are almost solidly in support of the Food and Drug Adminis- 
tration. It does a wonderful job and the personnel are doing it at 
very small salaries. 

One thing that we think is needed are more factory inspectors. I 
think if we had more inspectors for the factories, the housewives 
would be assured that their food was safe and that they were getting 
the value of their money. 

The National Association of Consumers does represent the consum- 
ing public throughout the country. There are not many consumer 
groups represented before your committees because many of them 
consist largely of housewives who cannot afford expensive traveling. 
I, myself, drove all of the way down from Boston the day before yes- 
terday just to appear before your committee. 

It is too bad that there are not more people here speaking for the 
consumers, and not for just trade organizations, because the con- 
sumers are very much interested in having factory inspections of food 
and drug products. I feel that this oversight in the law should be 
corrected, and the National Association of Consumers is very defi- 
nitely for this legislation. We do appreciate the interest shown by the 
committee and the chairman in the consumer, and we should like to 
say in closing that we support the Food and Drug Administration and 
anything they propose because we feel they are our protectors for 
purity in foods and drugs. 

Thank you very much. 

(Statement of Mrs. Leslie Wright is as follows: ) 


STATEMENT OF NATIONAL ASSOCIATION OF CONSUMERS 


The National Association of Consumers wishes to emphasize the need for 
congressional action as soon as possible to remedy the situzation that was 
created by the decision rendered in December last by the Supreme Court that, 
under the present law, a food plant owner can refuse permission to Food and 
Drug inspectors to enter his plant. 

We trust that the underlying oo of the Court’s decision was to point out 
a weakness in the Federal Food and Drug Act of 1938, and the need to amend it, 
and not that there was any disagreement with the principle for continuing such 
inspections. We base this conclusion on the President’s state of the Union 
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message in which he urged action by the Congress to remedy the weakness in 
the law. 

It would seem to us that there are many cases of industry cooperation in regard 
to plant inspections by the Food and Drug inspectors, and we know that many 
plants welcome such inspections; however, there is always a segment of any 
industry that resents living up to the standards that others in the industry 
recognize and are willing to observe 

The inspections are of tremendous benefit to industry as well as to consumers, 
in assisting them with the many problem with which they are confronted in the 
handling and processing of foods, drugs, and cosmetics It should be realized 
that the primary purpose of the inspectors is not to establish “cases,” but rather 
to insure awareness and observance of standards have been found necessary 
by experts in the field over a period of time. Refusal by some to recognize these 
purposes, we believe, is all the more evidence that inspections should be made in 


such cases. 








Our Government itself is based upon a system of checks and balances. We 
believe it is indispensable, Consumers believe the same principle of checks and 
balances in these matters is indispensable. 

Great progress has been made and much has been accomplished in regard to 
food, drug, 2nd cosmetic inspections. We base this on personal experience of 
some of our members who have visited plants in various sections of the country 
as well as food and drug laboratories. They found these inspectors to be well 
trained and qualified, conscientious and cooperative. They are conscious of 
their obligations and duties, and more than willing to fulfill them 

Consumers appreciate a cooperative attitude of the industry toward this pro- 
tection to consumers—one that reflects a desire on their part for the kind of 
inspections that are rendered. We are confident that this attitude enhances 
the confidence of consumers and, in the long run, is the best and most profitable 
policy for industry to pursue 

We do not wish, indisicriminately, to charge any phase of any industry with 
neglect, lack of proper sanitation practices, or adulterations, but we do know 
that without mandatory inspections the marketing of products that are filthy, 
substandard, misbranded, or dangerous from a public-health standpoint will 


be made easier. How can consumers have respect for, much less confidence in, 
a label under such circumstances? 
In the absence of compulsory inspections, plants observing the rules and in- 


viting inspections, as well as consumers, are put to great disadvantage since 
there is no way for consumers to distinguish between those that have been in- 
spected and those that have not. Aside from being a great injustice, it is unfair 
to expect inspected products to meet the kind of competition with which they 
ll be faced from uninspected products 

Further, by leaving inspection on a voluntary basis it is reasonable to believe 
hat those plants in greatest need of inspection will be the ones where inspection 
will be refused. 

Also, evidence obtained by factory and plant inspection plays a leading role 
in conviction of violators. For further proof of the need for this inspection 
service on a compulsory basis, we refer you to past violations of the act over 
a period of time, as revealed in reports of the Food and Drug Administration 
which substantiate the need and the reasons eventually reached for passage 
of the act. 

There have been five bills, so far as we know, introduced in the House and 
Senate to restore the authority for Food and Drug inspectors to enter and 
inspect food, drug, and cosmetic plants as a right of the people rather than at 
the pleasure of the management 

Of the three bills presumably being considered by this committee, we believe 
Ui R. 355 introduced by Congresswoman Sullivan (Missouri) deserves special 
attention since it does not require the inspector to serve written notice at the 
time he appears at the plant, but instead, simply requires him to present his 
credentials. We believe this should be sufficient notice and would best serve 
the purpose, 

We trust the committee will act favorably on this matter at an early date. 


The Cuarman. Is the other lady still here? Mrs. Wright? We 
will also give you the opportunity to be heard. 

Mr. Youncer. Does the group that you represent consider that it is 
essential to have the inspector at the drugstore look into and inspect all 
of the prescriptions that the doctors write for their patie nts? 
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Mrs. Lestre Wrieur. I think that there should be Inspections be 
vause there have been quite a few times when the druggists have made 
mistakes. I know of cases the Food and Drug Administration has 
prosecuted. 

Mr. Younger. I just want it answered “Yes” or “No.” Do you 
think that your group feels that they should inspect all of the prescrip 
tions of the doctor ? 

Mrs. Lesur: Wrieur. Do you mean the way the prescriptions ar 
made up? 

Mr. Youncer. No; I am talking about examining the prescriptions 
that are on file and have been there for a year. 

Mrs. Lesiie Wricut. Mr. Congressman, I do not see what you mean. 
How could an inspector say that a prescription from a doctor was not 
all right for a certain ailment? I don’t see what you mean in that 
Are you talking of narcotic prescriptions? 

Mr. Youncer. In their inspections now, they inspect all of the 
prescriptions on file from the doctor, and they may bea yearold. Now, 
does your group feel that that is a part of the proper inspection f 
That is all I want to know, whether you feel that this is a prope: 
function of the inspection, to go into the file of any drugstore on all of 
the prescriptions written by a doctor? 

Mrs. Lesturn Wricutr. Does that come under the factory inspection 
we are considering ¢ 

Mr. Youncer. That is beside the question. I am asking you, as 
representing a group of women now. 

Mrs. Lesure Wricur. And not only women—there are quite a few 
men in that National Association of Consumers. 

Mr. Youncer. All of the people that you represent, especially 
women. As I understand, they are rather ticklish about the question 
of their relationship with their physicians. 

Mrs. Leste Wricur. What do you mean / 

Mr. Youncer. The confidential relationshi iD; and I want to know 
whether you want that confidential relationship between the physi 
cians and the patient preserved or whether you want that out for opel 
inspection of anybody that wants to inspect it 4 

Mrs, Lestre Wricut. Well, I think that is rather an involved ques 
tion, but I do feel this way: That if there is any question that a drug 
gist, for instance, 1s putting too much narcotics in prescl iptions, there 
should be some way of checking on the doctor. I also feel that that is 
more or less a question of the individual, as to whether you have con- 
fidence in your doctor. About 80 porcenn of the good of a ——- is 
confidence in the doctor and I do not think the drug has anythin 
to do with it. 

Mr. Youneer. I still have not gotten an answer to my question. 

Mrs. Lestre Wricut. We have never gone into that. 

Mr. Youncer. Will you take that up with your group and see if 
they are satisfied with that. 

Mrs. Lest Wricur. Let me get what you want to know. You want 
to know whether or not they want the confidence between the doctor 
and the patient kept inviolate ¢ 

Mr. Younecer. I will state it this way: You ask your group whether 
in their opinion it is essential for the Pure Food and Drug inspector 
of a drugstore to go into the prescription department and look through 
and examine all of the prescriptions that they have on file. 
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Mrs. Lestre Wricur. Might I ask you, do they do that now? 

Mr. Youncer. Yes. 

Mrs. Lestre Wricur. Then I think it is all right. I only wish we 
had a few more organizations like the Food and Drug Administra- 
tion. I think they are comparable with Hoover and his protection of 
the public from crime. 

Thank you very much. 

The CHairman. We will hear the other lady, Mrs. Frances Wright, 
speak @” for Housewives United. 


STATEMENT OF MRS. FRANCES WRIGHT, PRESIDENT OF 
HOUSEWIVES UNITED 


Mrs. Frances Wricur. This is an awful spot for a simple house- 
wife to be in and I have never been in it before. Can you read my 
name onthese? Iam Frances Wright and I do not want to take long, 
but I do just want to make a plea. 

It is important that the language of the Jaw now in question should 
be specific enough for the law to be effective. It is important that 
the Il: ‘DA be olive h author ty Lo do its job.. 

May I make a plea, Mr. Chairman, and committee members, that 
in the zeal to specify, not to say limit, the powers of the FDA, the 
danger of taking away all fac ilities for doing the job not be lost sight 
of. If that happens what protection do we have? And the “we” in 
cludes you, the wives and children and grandchildren of Congress- 
men, as well as the families or ordinary citizens. 

It sounded to me yesterday, and I am sure you will forgive me if 
this is not correct—you know how women jump to conclusions and I 
know I am just a housewife and I don’t understand very well the way 
Congress works but it sounded as if some constituents who had been 
spanked by the FDA had run crying to Papa Congressman. It is a 
wise father who knows when his own children are at fault. And it 
is a wise Congressman who is statesman enough to think in terms of 
what is good for the whole country and not just the problems of one 
spoiled constituent who complains. There are other constituents who 
have not complained. 

Housewives have come to feel that the FDA is looking after their 
interests. You can see why from the illustrations in my prepared 
statement, rats running over things, flies in cookies, mites and manure 


in butter. As I said in my statement, we are sure that most food pro- 
ducers try earnestly to give their customers the best possible in quality 
and sanitation. They would never even think of doing otherwise. 


But families need to be protected by law from the few who are dis- 
honest, ignorant, or careless. Even one such manufacturer in the 
field of food processing is in a position to work untold harm to 
thousands. 

I was never so surprised as when I saw the turn this bill was tak- 
ing yesterday. In my housewifely innocence, I had supposed we had 
all gathered together here to do what President Eisenhower had 
asked to have done: to clarify and correct the inconsistent and un- 
clear provisions in the act so that the FDA, and I quote “should be 
authorized to continue its established and necessary program of fac- 
tory inspection.” 
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The bill should not so restrict the activities of the FDA inspectors 
that they will not be able to make effective investigation on those 
cases that involve the pub ie’s pocketbook and health. 

I think the idea : at innocent manufacturers are being just gener- 
ally persecuted by the FDA must, on the face of it, be pretty far- 
fetched. There would, I should think, not have been time, with so 
few men to cover inspections in the whole United States, and consid- 
ering the amount of actual wrongdoing they have uncovered. 

I have no doubt that an occasional inspector has been officious and 
annoying, since we have human nature with us always. ‘That would 
be one reason for the notice: a record would be kept of his name and 
Mr. Crawford or Mrs. Hobby could fire him if he had not done his 
job in a polite way. But often a record may be the only clue as to 
what went wrong. The inspector should not be barred from this 
means of obtaining information when necessary. 

Housewives want protection—for you, as well as for themselves. 

Mr. Youncer. You heard the question L asked be foref 

Mrs. Frances Wricutr. The way I feel about it is: Whatever is 
necessary—and if it is necessary that the nepectors 9 see the invoices 
to find out about how many drugs have been received and then to 
see the prescriptions, to find out whether or not they have been sold 
without prescriptions ; they should be allowed to. Sometimes rela- 
tives may not want the members of their family to have sleeping pills 
but they go and get them without a prescription—there have been 
complaints like that. And why would the druggist object if the 
prescription was there? 

Mr. Yotmen Many of the patients object to it, and I wondered 
whether the group that you represent object to that or not? 

Mrs. Frances Wricur. The patients have complained that they do 
not want their prescriptions made known? 

Mr. Youncer. Oh, yes. 

Mrs. Frances Wricut. But this is one man, a Federal inspector, 
and it is not known around among the neighbors. It is whatever is 
necessary and there have been cases where the prescription was not 
followed, and where more things had been bought than the prescrip- 
tion itself took care of. 

Mr. Youncer. You have other departments that have handled the 
drugs, the narcotics that you are referring to. This department does 
not enforce the Narcotics Act, and we have other departments that 
enforce the Narcotics Act. 

Mrs. Frances Wricur. But it is the Food and Drug Administra- 
tion. 

Mr. Youncer. But they do not enforce the Narcotics Act. As I 
understand it the enforcement of that is in another bureau. It is 
also so in the State. 

Mrs. Frances Wricut. On sleeping pills, is that narcotics ? 

Mr. Youncer. I suppose some of them are; I am not a druggist. 

Mrs. Frances Wricut. I am just a housewife. 

Mr. Younaer. I have had a lot of complaint from people, and I 
wanted to know whether the people that you represent think that 
way, or whether you have had any conversations, or whether they 
know that the prescriptions which they get from their doctor are 
subject to examination all of the time? 











152 FOOD, DRUG, AND COSMETIC ACT 


Mrs. Frances Wricur. Well, it would not come under the Food 
and Drug Administration if it was not interstate commerce, would 
it? So if they had bought these things somewhere else they would 
have to see the invoices. 

Mr. Youncrr. They have the right to go into any drugstore any- 
where, as I understand it. 

Mrs. Frances Wricur. I do not know. You can tangle me up. I 
thought that they had to buy it from another State. 

Mr. Younger. I do not want to tangle you up at all, I just wanted 
to know whether your group had ever discussed it or not. 

Mrs. Frances Wricur. I do not know about that special thing. 
We just want to keep the flies and the rats—and you can read all of 
that, and everybody knows that, I suppose, what the FDA does. 
Don’t you think that they do a good job, Mr. Congressman ¢ 

Mr. Youncer. I am not on the stand, as you understand. 

Mrs. Frances Wricutr. And I am and this is the first time, but I 
do not know that it is going to be the last. I will read up on what 
you say. 

Mr. Youncer. You talk to your women about it. 

Mrs. Frances Wricur. I will, thank you. 

The CuarrMan. Mrs. Wright, we want you to feel free to place 
your complete statement in the record, and we appreciate the fact 
that you abbreviated considerably for the convenience of the com- 
mittee. 

We are very well pleased with the testimony that has been given 
by these two ladies. They certainly have brought an atmosphere of 
freshness into the hearings that otherwise were inclined to grow a 
little stuffy. So you have made a real contribution and we appre- 
ciate 1t. 

(The statement of Mrs. Frances Wright is as follows:) 


STATEMENT BY FRANCES WRIGHT, PRESIDENT OF HOUSEWIVES UNITED 


Iam Frances Wright, president of Housewives United, a small club concerned 
with consumer problems. We have 76 paid members in Washington, who send a 
newsletter to around 700 housewives in 42 States. 

As housewives, whose chief interests are those things that pertain to the well 
being of our husbands and children, we recommend very strongly that the FDA 
be permitted to inspect factories, because— 

As housewives, we do not wish to pay chicken prices for a pound of water 
that has been injected into the chicken with a syringe just before freezing. 

When we buy pepper, we don’t want to get groundup rice hulls. 

And when we buy horseradish, we don’t want groundup parsnips mixed with 
a pungent chemical. 

Not a one of our husbands will think our oyster soup tastes like the soup his 
mother used to make if the oysters have had 25-percent water added to them 
before we ever bought them. 

And while horsemeat is perhaps all right for people as well as for pets, we 
resent having the labels on horsemeat changed to beef tenderloins—and the price 
changed from 24 cents a pound, when bought for our dogs and cats, to $1.10 a 
pound when bought for our husbands and children. 

We do not care for tomato paste or tomato catsup that has been made from 
rotten tomatoes. 

And we do not want our children to eat strawberry ice cream made with decom- 
posed frozen strawberries. 

(Last June the FDA found 139,616 pounds of these rotten strawberries which 
were to have been used in ice cream, jam, and such things where their condition 
would not be so noticeable. 

For Thanksgiving we do not care to have a diseased turkey that has died other- 
wise than by slaughter. 
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Would you enjoy chicken noodles or spaghetti and meatballs or macaroni and 
cheese so much if you knew that the noodles and the macaroni and the spaghetti 
had been made in a rat-infested plant, with insects and their webbing deep 
inside the food machinery? 

We do not care for pickle spice that contains rat filth. 

We do not wish to eat butter that has in it mites and manure. 

We don’t want our children and their friends getting an afterschool snack 
of peanut-butter sandwiches and cookies when rats and mice have had their way 
with the peanut butter first, in the factory, and when the fruit cookies contain 
rat hairs, feathers, and flies, 

We do not wish to eat any food that comes from a factory where pigeons are 
roosting in the rafters. 

All of these illustrations, as you know, have been taken from the printed re- 
ports of the FDA, 

And since 80 percent of the court cases of the FDA are based on evidence ob- 
tained through factory inspection, and since most of the violations involved 
could have been detected only by factory inspection, we should like to express 
ourselves as being in favor of these bills—H. R. 2769, H. R. 3551, H. R. 3604. 

If we have to choose one, we prefer Mrs. Sullivan's H. R. 3551, because we think 
it makes it a little clearer that immediate inspection is authorized. 

However, it is true that a written notice is advisable—for both inspector and 
inspected. A simple notice form would probably be suflicient, with dates and 
names filled in—and, afterward, recommendations. 

We hope, therefore, that a combination of these bills will come out of the 
committee, 

We are sure that most food processors try earnestly to give their customers the 
best possible in quality and sanitation. They would never even think of doing 
otherwise. 

But families need to be protected by law from the few who are dishonest, 
ignorant, or careless. Even one such manufacturer in the field of food processing 
is ina position to wreak untold harm on thousands. 

As housewives we are very concerned that the Food and Drug Administration 
should continue its work of protecting us and our families. We cannot afford to 
buy adulteration, Nor can we afford to buy filth. sut we have no way of telling 
when we are buying adulteration or filth—or poison—without the aid of the 
trained, scientific inspectors who can report on conditions found in factories 
insufficient facilities for the workers to wash their hands; rats running over 
candy; dyed corn as a “stretcher” for coffee beans; a poisonous chemical on a 
cellophane cheese wrapper. 

As President Eisenhower said in his state of the Union message on February 
2; “Publie interest * * * demands one prompt specific action in protection of 
the general consumer. The Food and Drug Administration should be authorized 
to continue its established and necessary program of factory inspections. The 
invalidation of these inspections by the Supreme Court of December 8, 1952, 
was based solely on the fact that the present law contained inconsistent and un- 
clear provisions. These must be promptly corrected.” 

I feel sure that many, many housewives—if they were organized and if they 
were informed—would join me in expressing sincere gratitude to the chairman of 
this committee and to the Honorable Leonor K. Sullivan and the Honorable John 
E. Fogarty for proposing these bills to insure factory inspection by the Food and 
Drug Administration. 

Thank you very much for letting me make this statement. 


The Cuamman. We will adjourn until 2: 30. 
(Whereupon at 1:45 p. m., the hearing was recssed until 2:30 p. m. 
the same day.) 
AFTERNOON SESSION 


The Cuarrman. Come to order. 


We will hear from Mr. Fischelis. 
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STATEMENT OF ROBERT P. FISCHELIS, SECRETARY OF THE 
AMERICAN PHARMACEUTICAL ASSOCIATION 


Mr. Fiscneiis. The American Pharmaceutical Association is not 
opposed to the inspection at reasonable times of establishments con- 
cerned with the production and distribution of drugs and medicines 
in order to assure proper protection of the public against fraud and 
injury to health. However, the Association is mindful of the estab- 
lished professional relations between physicians, pharmacists, and 
patie a. especially with regard to prescription files. It believes that 
the inspection privilege should not be extended to confidential busi- 
ness and professional records which have no specific bearing on the 
enforcement of the Food, Drug, and Cosmetic Act. 

To avoid unnecessary interference with the activities of pharmacists 
in their prescription departments and the extension of the inspection 
privilege into confidential records, the Association believes that the 
purpose of the permitted inspections should be more clearly defined. 
In this connection, it is pointed out that State boards of pharmacy 
and other agencies are constantly inspecting prescription pharmacies 
and that Federal inspections are necessary only in unusual cases for 
the protection of the public interest. 

Furthermore, the power of subpena is available to the Federal au- 
thorities for investigations involving specific violations. 

The American Pharmaceutical Association represents individual 
members of the profession who are engaged in any phase of pharma- 
ceutical activity. Through its house of de legates, in which all State 
pharmaceutical associations are represented, it speaks for the phar- 
macists who are engaged in professional work in hospitals, institu- 
tions, colleges, manufacturing, wholesale and retail establishments. 

The Association is made up of upward of 26,000 individual members 
of whom 16,000 or more are active members engaged in professional 
pursuits and approximately 10,000 are associate members, who are 
students in colleges of phi irmacy. 

Our interest in H. R. 2769 stems from the fact that the Food and 
Drug Administration has assumed that under section 704 of the 
Federal Food, Drug, and Cosmetic Act it is authorized to inspect 
retail pharmacies where approximately 75 percent of our active mem- 
bership is engaged either in the capacity of owners, operators, or pro 
fessional employees. 

Previous testimony at this hearing has revealed a difference of 
opinion as to the extent to which the Food and Drug Administration 
is actually authorized to make inspections of pharmacies, but the very 
fact that such ce “aca have been made by agents of the admin- 
istration is indicative of the interpretation given to the present act 
by the administration. 

We have contended right alone that the Federal Food, Drue and 
Cosmetic Act of 1938 was not intended by Congress to regulate the 
compounding and dispensing of prescriptions or the practice of phar- 
macy mn retail establishments. This seems to have a ‘n the opinion 
of the Food and Drug Administration itself for the first 10 vears of 
the existence of the act. However, when the Supreme Court decided 
that, in effect, drugs are in interstate commerce until they reach the 
ultimate consumer, the Food and Drug Administration e nte red dee per 
and deeper into the intrastate regulation of the practice of pharmacy. 
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Government witnesses have referred several times at these hearings 
to President Eisenhower’s state of the Union message to Congress in 
which he called attention to the need os protection of the general 
consumer through the continuation of a program of factory inspec- 
tions under the Food, Drug and C pamakie Act. However, they failed 
to call attention to the President’s comment in the same message on 
impressing State and local governments and interested groups of citi- 
zens With the necessity of restraining themselves in their demands 
upon the Congress to authorize more and more Federal spending for 
ull types of projects and his admonition in the same message that 
individual initiative be encouraged. 

In a later message addressed to the Conference of State Governors, 
President Eisenhower said that the proper relations between the Fed- 
eral Government and the State governments in the solving of our 
problems has been too long neglected. “We are de adly serious about 
this business of trying to find a logical division between the proper 
functions and responsibilities of the State and Federal Governments, 
said President Eisenhower. 

As you know, he has appointed a commission to study the proper 
relations between Federal and State Government regulations. 

Senator Taft in a statement discussing the Reorganization Plan 
No. 1 which created the Department of Health, Education, and Wel- 
fare, of which the Food and Drug Administration is a part, said, 
“Under our constitutional system, the primary obligation with re- 
spect to health, education, and welfare rests with local communities 
and the States.” 

Each of you gentlemen of the committee are familiar with the laws 
of your respective States which regulate the practice of the health 
professions including medicine and pharmacy. You know that h- 
censes to pract ice these professions are granted only to those who meet 
stringent educational and practical experience requirements and that 
the supervising boards for these professions in your States have the 
authority to suspend or revoke licenses for cause and they have the 
right to issue or withhold permits to operate pharmacies. They have 
their own inspection systems and they are much more compe te nt to 
assure the citizens of your respective States proper supery ision over 
the compounding and ‘dispe nsing of prescriptions than would be pos 
sible by the Federal Government without enormously increasing the 
number of Federal inspectors and the appropriations necessary to 
inaintain them. 

H. R. 2769 seeks to ame nd section 704 of the Food, Drug, and Cos- 
metic Act by removing even the granting of permission on the part of 
the owner of an establishment to inspect his premises and permitting 
an agent of the administration to walk in and make such inspections 
as he sees fit by merely giving written notice that he is about to begin 
an inspection. 

H. R. 2769 is entitled “A bill to amend section 704 of the Federal 
Food, Drug, and Cosmetic Act so as to protect the public he alth and 
welfare by restoring certain authority for factory fipeushon 

On its face, this statement would certainly not be construed to ex- 
tend to pharmacies, but the term “factory” is extended in section 704 
of the original act to include “any factory, warehouse, or establish- 
ment in which food, drugs, devices, or cosmetics are manufactured, 
processed, packed, or held, for introduction into interstate commerce 
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or are held after such introduction.” It also includes any vehicle 
being used to transport or hold such food, drugs, devices, or cosmetics 
in interstate commerce. 

Under these broad definitive terms a pharmacy in a retail establish- 
ment, in a hospital or in an institution; a physician’s office, his auto- 
mobile in which he has his handbag with emergency drugs, or the 
handbag itself are subject to inspection by the agents of the Food and 
Drug Administration. All the inspector has to do is to give written 
notice. : 

There are about 50,000 pharmacies in operation in the United States. 
The vast majority of these are operated by a single licensed pharma- 
cist. These places are under constant inspection by the State boards 
of pharmacy, Federal and State narcotic inspectors, weights and 
measures inspectors, local and State board of health sanitation inspec- 
tors, and others. There is hardly any information about these places 
that the Food and Drug Administration could not obtain through 
cooperation with these State and local agencies without adding another 
inspector to interfere with the daily routine of the busy pharmacist. 

Violation of the Federal Food, Drug, and Cosmetic Act is a criminal 
offense. The State boards of pharmacy under the laws of some States 
suspend or revoke permits to operate pharmacies or licenses to prac- 
tice pharmacy for conviction of violations of laws relating to the 
practice of pharmacy. 

We have noted that most pharmacists plead guilty to alleged vio- 
lations of the Federal act which could probably be fought out success- 
fully in the courts, but they do not want the publicity or the expense 
or to take the time necessary to put up a fight. It is much less expen- 
sive and fairer for the pharmacist to have to deal with the State courts 
than with Federal courts. 

Actually, the regulation of the practice of pharmacy by the Food 
and Drug Administration is a physical and innit impossibility 
because it could not get an appropriation sufficient to pay for the 
number of inspectors and inspections required to police 50,000 drug- 
stores. Each State already has its law enforcement setup for the 
protection of the public as far as the dispensing of drugs is concerned, 
and this duplication is unwarranted from a budgetary standpoint if 
from no other. 

In its annual report for 1952 the Food and Drug Administration 
points out that 80 percent of its criminal cases on drugs were brought 
against firms and individuals charged with illegal retail sales. That 
sounds very imposing until you check the number of cases and find 
that the total number of such cases was 108, and 80 percent of that is 
86. And 86 out of more than 100,000 registered pharmacists in the 
United States is less than nine one-hundredths of 1 percent, or less 
than 1 in a thousand. 

This means that 99.91 percent of the pharmacists of the United 
States are being held up to public scorn by the Food and Drug Ad- 
ministration for the derelictions of nine one-hundredths of 1 pe reent. 

It should be of interest to this economy-minded administration 
that in 1952 the Food and Drug Administration used its inspectors 
and legal staff and other facilities to a major extent in enforcing a 
phase of drug control which should be enforced by the States. 

It is clear from a careful perusal of the language of other sections 
of the Food, Drug, and Cosmetic Act, that Congress did not intend 
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this Federal act to cover the regulation of prescriptions or the prac- 
tice of pharmacy or medicine.. Since the kood and Drug Adminis- 
tration under the interpretation of the act by the courts is now at- 
tempting to regulate the practice of pharmacy and medicine in the 
various States, it is necessary to spell out how far that regulation 
should go by revising the language of section 704. Physicians and 
patients as well as pharmacists have a personal interest in the pre- 
scription files of a pharmacy. Their inspection should certainly not 
be subject to the mere presentation of notice that any agent of the 
Food and Drug Administration has decided to inspect them. 

Competent representatives from our association will be glad to 
work with the staff of your con mittee in preparing acceptable amend- 
atory lan guage to cover the pol nts at issue. 

Mr. O'Hara. Just what does a Federal Food and Drug inspector 
inspect in the drugstore ¢ 

Mr. kt rse even 1 do not know for what purpose they might enter 
a drugstore, but presumably it is to establish the continuity of an in- 
terstate transaction. { nder the former law if t e\ had to 1 ce a 

‘ase it was important to determine from the invoices that a produet 
wise ‘+h had been shipped in interstate commerce had reached its des- 
tination. I do not know what else they need to inspect drugstores for 
today. 

Mr. O'Hara. Do you know whether or not they call for a list of 
prescriptions to examine it ? 

Mr. viscHELIS, £ presume with the authority that is assumed now 
of inspecting the prescription files, they could ask for anything. 

Mr. O'Hara. Do Vou ( oncede they havear oht to see it? 

Mr. Fiscueuis. No. We think a prescription is a privileged docu- 
ment, and certainly a pharmacist before he would permit his pre- 
scription files to be examined would feel that the doctors who have 
written those prescriptions should be consulted to determine whether 
or not the prescription should be subject to public scrutiny. 

Mr. O'Hara. Is that what you eall a confidential and privileged 
communication between the doctor and the druggist and the patient ¢ 

Mr. Fiscuenis. A pharmacist regards a prescription as a conficlen- 
tial document. It prescribes a certain remedy, and the nature of the 
remedy may reveal the diagnosis or the use to which it is put and 
thus give information regarding a patient which certainly 1s confi- 
dential informaiion and should not be generally distributed. 

Mr. O'Hara. Do the druggists receive complaints as to a drug or 
prescription in writing from the patient? At times do you receive 
written compaints as to a drug or a prescription 4 

Mr. Fiscneris. Complaints as to its eflicacy or harmfulness¢ The 
code of ethics of the pharmaceutical] profession provides that the 
therapeutic application of a drug or what the prescription is for is 
something that is not to be discussed with the patient. 

Mr. O'Hara. You did not get my point. Assuming a patient who 
is dissatisfied with a drug or a prescription which he has obtained 
writes into the drugstore, writes to where the prescription was filled, 
where the article was purchased. That I understand happens and 
these inspectors, I am informed, demand to see the complaint files. It 
probably is not so important in the drugstores as in a manufacturing 
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establishment, but do you know whether the inspectors do ask for 
any complaint files they have on drugs, generally ¢ 

Mr. Fiscueuis. As a rule there would not be such a thing as a com- 
plaint file in the retail pharmacy because the pharmacist deals directly 
with the customer and most of the interchange of communication is 
by word of mouth rather than by correspondence. 

' Mr. O'Hara. While Mr. Fischelis is on the stand, I wonder if I 
might ask Mr. Crawford as to what the inspector does in a drugstore 
when he goes in? What does he go in there for? 

Mr. Crawrorp. There are several reasons why an inspector may have 
an occasion to go into a pharmacy. One is for the collection of samples 
received from interstate shipments. Another is at the completion 
of an investigation to determine just the extent to which violations 
of the Durham-Humphrey Act, an amendment which this committee 
handled only 114 years ago, are being committed. 

A third occasion is when something has gone wrong with a drug 
and it is found that people are being hurt by it. In the elixir sulfanila- 
mide case which happened 15 years ago and which led to the enact- 
ment of the new drug section requiring all new drugs to be checked 
before they were shipped in interstate commerce, some 108 people 
were killed by this poisonous drug. Most of it was distributed on 
prescript ion, pract ically all of it in fact. 

In the course of our tracing down those shipments of elixir sul- 
fanilamide, we examined literally thousands and hundreds of thou- 
sands of prescriptions over the country in pharmacists’ files. In that 
way we were able to trace distributions even to the 4-ounce bottles in 
which it was usually dispensed. If those bottles could not have been 
retrieved or a warning given to those who had purchased them, the 
number would have exceeded 108 deaths very much. 

When our inspectors go into a drug store which has been reported 
by the local police or the coroner or the health department or welfare 
workers as selling prescription drugs like the barbiturates, ampheta- 
mines, and others which are used for nontherapeutic purposes, not for 
legitimate drug purposes, and which as you know has become quite a 
racket and in which a good deal of underworld sales are going on, 
we need to know whether a purchase or 2 or 3 that we have made is 
merely an incidental sort of thing, whether it is something that could 
be left with a warning, or whether it is really serious, and these pills 
and tablets are being distributed generally, and legal action is 
warranted. 

The great majority of the druggists of this country are wholly law 
abiding. They are observing the terms of the Durham-Humphrey 
amendment. But there are a few who continue to engage in this illicit 
dispensing of drugs by various subterfuges. We find that prescrip- 
tions have been forged by some of the druggists. We have plenty of 
examples that we could present to the committee if you wish to see 
them. 

We find prescriptions that have been written by those who are not 
licensed by the laws of their States to write prescriptions. We have 
found instances where the pharmacist had a pad of prescriptions that 
were blank except for the signature of the physician written on them. 
The physician is in collusion with the pharmacist, and the pharmacist 
writes in whatever the customer demands. That is simply a coverup 
for an illegitimate transaction. 
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You find pharmacists who write prescriptions for habituating drugs 
and take them across the street at the close of business and get the 
doctor to sign them. You find all sorts of variants to get around the 
terms of the Durham- Humphrey Act. 

When we close in on a case of that kind, when we have made our 
purchases and get evidence that some of these violations are going on, 
we want to find out whether that is re: ally a serious affair of the kind 
I have just been describing or whether it is something that was done 
incidentally. So we move in and ask the pharmacist to show us his 
prescription files, records of his receipts of the drugs, and inventory 
the amount on hand. In that fashion we determine how much has 
been sold on legitimate prescriptions and compare it with the amount 
of that drug which has been purchased. 

Mr. O'Hara. How many prosecutions have you had since the pas 
sage of the Durham-Humphrey amendment ? 

Mr. Crawrorp. I do not have the exact figure in mind. It is several 
hundred. 

Mr. O’Hara. The last year? 

Mr. Crawrorp. The last year was 84, I believe. 

Mr. O’Hara. Do you care to comment upon the statement which 
Mr. Crawford has just made 4 

Mr. Fiscievts. I would like to comment on it. 

In the first place, these police actions and coroner actions are local 
affairs. There is no reason why these police officials and coroners and 
the rest of them should not go to the respec tive State boards of phar- 
macy which license pharmacists and pharmacies and supervise the 
practice of phi urmacy and which have access to the pharmacies and 
inspect prescription files and other things connected with the estab 
lishment, for such information as they may require. There is no 
reason why they cannot go to the State and local boards of health 
which are usu: ally charge 1d with enforcement of the State and muni- 
cipal food, drug, and cosmetic acts and do the very same things that 
Mr. Crawford has just mentioned. In the Elixir Sulfanilamide case 
cited by the Commissioner and in all similar cases the voluntary co- 
operation of pharmacists was and is forthcoming as he well knows. 
The Administration would not be able to clear contaminated or dan- 
gerous drugs from the shelves of pharmacies as rapidly as that is done 
whenever there is an emergency, if pharmacists did not immediately 
cooperate as wholehe: irtedly as the »y do. 

We feel there has been a great deal of publicity given to these 
isolated cases of violations, such as the Commissioner has cited. I 
have a letter here I received just a few days ago from the dean of the 
College of Pharmacy of the University of Towa in which he compl: _ 
bitterly about the kind of publicity that comes out of the Food and 
Drug Administration in connection with cases of this kind. He sent 
me a newspaper clipping from an Iowa newspaper which reads as 
follows: 

The sale of sleeping pills and other drugs has been described by the Government 
officials as an acute problem linked with roneantie delinquency in a great many 
communities. Commissioner Crawford of the Food and Drug Administration in 
testimony to the House Appropriations Committee said his agency’s inspectors 
have run into serious problems in the field in Dallas, Houston, New Orleans, 
Boston, Denver, and Seattle. 

Crawford’s testimony was made public by the committee today. He says there 
are 55,000 retail drug stores and undetermined numbers of other sources of 


sleeping pills and other drugs all dangerous when taken without advice of a 
doctor, 
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That clearly implicates the 55,000 drug stores of the United States. 
They do not hear what Mr. Crawford has said here today that the 
great majority of the pharmacists are law abiding. They read these 
statements based on the isolated cases descr ibed and indict an entire 
yrofession. 

That is the sort of thing that we think is unfair and we believe that 
the local authorities, especially our State boards of pharmacy and 
the departments of State governments which enforce State food, drug, 
and cosmetic acts, are competent to handle these things, and they do 
not need to go to the Food and Drug Administration. It is not inter- 
state commerce. ‘That is aa the Food and Drug Administration is 
supposed to regulate. 

The Cuamrman. Are there any other questions ? 

Do I take it from your statement that you have no specific amend- 
ment to offer / 

Mr. Fiscuevis. We assume the language of section 704 was not 
written with the intent of covering prescription compounding and dis- 
pensing and retail drug business. Since the situation assumed to be 
in effect at the time the act was written has changed, we feel there are 
certain qualifications that ought to be put into section 704 to indicate 
the lim ts to which Inspect ons by the Food and Drug Administration 
should go not only as it affects pharmacists but also physicians’ offices 
and other places where drugs are held for use therapeutically. 

Che CHairman. Have the views you have expressed been reduced to 
any parti ular form of amendment / 

Mr. Fiscnents. No, sir. 

The Cnamman. I think it would be well for you to do so. We find 
very frequently when the committee is engaged in executive sessions 
discussing bills and having a remembrance of testimony that has been 
given in a desire to comply with what the committee has heard, that 
when our drafting service sits down to put it into language, it is difli- 
cult to do so in many instances because we do not have the technical 
knowleds ve that the person has who has made the suggestion. 

So for that reason, I am very hopeful that those of you who feel 
there should be any change in the lang guage which you think would 
improve the situation and would not do violence to the purpose, that 
you feel free to submit it to the committee for its consideration. 

You will see, therefore, that I am definitely of the opinion that it 
vill be mare helpful if you put it to us in language that you feel it 
should take rather than by merely expressing opinions which you 
think should control. 

Mr. Fiscne.is. Is there some way in which the interested groups 

‘an sit down with representatives of the Food and Drug Ac Iministra- 
tion to work out language of this kind? We are in this position : We 
do not w ish To hi imper en forcement of the law vhere it Is nec essary 
to apprehend the type of violator who has been re aieeeel to here. 

On the other hand, there are these law-abiding pharmacists and 
physicians who need the protection of the law in some of these mat- 
ters. It seems to me there needs to be a discussion of the leneths to 
which we can go in one direction or another where everybody is in 
favor of the same or It is not a matter of fighting a law-en- 
forcement group, but of eiving them what they y neecl for proper law 
enforcement, while at the same time being able to express your point 
of view as to what protection you ought to have. Is that a possibility ? 
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The CuAtrman. I would certainly hope any Federal agency would 
always keep its doors open for anyone who comes with good intent 
to consider a clarification that will make the duties of the Federal 
agency more understandable both for the purpose of law enforce- 
ment and so that the affected indus try may understand what is ex- 
pected of it. If there would be any desire upon your part to confer 
with the Food and Drug Administration along those lines, I am 
inclined to think they would be willing to sit down and consider it 
with you. 

On the other hand, if they were not—and I would be surprised if 
they were not—then feel perfectly free to speak to us. 

Mr. Fiscuenis. Thank you, sir. 

The Cnatrman. Now, Mr. Fistere. Charles M. Fistere is repre- 
senting the Dairy Industry Committee. 


STATEMENT OF CHARLES M. FISTERE, COUNSEL FOR THE DAIRY 
INDUSTRY COMMITTEE 


Mr. Fisrere. I could not conserve time by talking extempora 
neously, so with your permission I will proceed to read this brief 
statement. 

My name is Charles M. Fistere. I am appearing for the Dairy 
Industry Committee for which organ ization I serve as counsel. 

The Dairy Industry Committee is composed of official representa- 
tives designated | ry the following d: airy products trade associations: 
American Butter Institute, National Cheese Institute, American 
Dry Milk Institute, Evaporated Milk Association, International 
Association of Ice Cream Manufacturers, Milk Industry Foundation, 
and National Creameries Association. 

The memberships of these associations account for a considerable 
major ity of the milk and other dair \ produc ts which are proc essed and 
distributed in the United States. 

At a meeting held in Chicago on March 26, 1953, the dairy industry 
committee expressed its approval of H. R. 2769 and authorized this 
appearance in support of the bill. We believe the act should be 
amended in the manner provided for in the bill because: 

(1) Factory inspection is a technique which is necessary to reach 
certain adulteration offenses described in the Federal Food, Drug. 
and Cosmetic Act. Section 402 (a) (4) provides that a food shall 
be deemed to be adulterated if it has been prepared, packed, or held 
under insanitary conditions whe a it may have become contaminated 
with filth, or whereby it may have been rendered npetions to health. 

Unless the factory conditions under which food is prepared and 
packed are subject to inspection, it is difficult to see on this responsi 
bility of the Food and Drug Administration can be discharged. 

(2) We support the bill because our experience would indicate that 
in any industry, including ours, there is to be found a small percentage 
of operators who, in an effort to cut costs, will not hesitate to cut down 
on sanitary performance if there is little or no danger of being appre- 
hended. Where lax sanitation practices affect the quality or flavor 
of the product, the entire industry may be unfairly injured by un- 
favorable consumer reaction. 
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(3) Aside from that small fringe, it is our opinion that factory in- 
spection has a tendency to elevate the genet ral tone of sanitary prac- 
tices throughout the industry. 

The dairy industry deals with a highly perishable product and one 
which is susceptible of easy contamination unless the highest degree 
of care is exercised. The industry generally exercises eternal vigi- 
lance to protect the quality of its produe ts. 

The dairy industry together with the suppliers of equipment are 
constantly trying to improve processing equipment from a sanitation 
standpoint. 

For a number of years the DIC in a cooperative program with the 
United States Public Health Service and the Association of Milk and 
Food Sanitarians have developed what has come to be known as 8A 
standards of equi pment. Those are sanitary standards. This costly 
program has for its purpose the production of quality dairy products 
through the use of equipment designed for sanitary per formance. 

The dairy industry has over a long period of time, particularly on 
manufactured products, worked cooperatively with the Food and 
Drug Administration on quality-improvement programs, and our ex- 
perience with these officials over a long period of time leads us to 
endorse the bill. 

Before I make my final point, 1 would not like anyone to misunder- 
stand my motive in appearing before this committee and supporting 
the bill. I am appearing because we think this bill is good for the 
dairy industry. We support the bill finally because there is another 
element on the fringe of the food industry which preys upon legitimate 
food processors. 

We in the dairy industry are much concerned since the repeal of 
Internal Revenue supervision of the oleomargarine industry with the 
activity of so-called butterlegvers whose operations are carried on 
under much the came conditions as in counterfeiting. These oper- 
ators take oleomargarine and package it in butter cartons, selling the 
product at or near butter prices. It takes expert sleuthing work 
to catch these operators and strong measures are needed for their 


apprehension. I believe the bill under consideration will assist mate- 
rially in enforcement in this field. 
Finally, I would like to say that in supporting this bill it is our 


understanding that the scope of factory inspection nk not be 
altered in any way. We believe that the exchange of correspondence 
between Mrs. Hobby and the National Canners Association supports 
this understanding. 

We would urge in its report that the committee give effect to this 
understanding. 

The CHarrman. Are there any questions? 

Mr. O'Hara. Did Mr. Austern put into the record the correspond- 
ence between the National Canners Association and the reply from 
the director, Mrs. Hobby ¢ 

Mr. Fisrerr. It is my understanding that exchange is embodied in 
his statement which was incorporated in the record. 

The Cuatmiman. If the clerk observes it is not, will you communi- 
cate with Mr. Austern and see that it is made available to the com- 
mittee for the purpose of the record ? 

Are there any further questions ? 
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If not, we thank you for your appearance, Mr. Fistere, and the 
viewpoint you have expressed. It is important in view of the fact 
of the large interest you represent by your appearance here today. 

Mr. Fisrere. Thank you, sir. 

The Cuarrman. Is Mr. Frates present ? 


STATEMENT OF GEORGE H. FRATES, WASHINGTON REPRESENTA- 
TIVE OF THE NATIONAL ASSOCIATION OF RETAIL DRUGGISTS 


Mr. Frares. My name is George H. Frates. I am the Washing- 
ton representaitve of the National Association of Retail Druggists, 
an organization of 36,000 independent retail pharmacists practicing 
their profession in every State of the Union and the District of 
Columbia. My office is in the National Press Building. 

I appear be fore you to discuss H. R. 2769, a bill that pertains to 
inspect on authority of the Food and an Administration. 

The Supreme Court of the United States, on December 8, 1952, 
handed down a decision that restricted the inspection authority of the 
Food and Drug Administration. The case was an action of the 
United States Government against one Ira D. Cardiff, apple proces- 
sor in the State of Washington. He had refused permission to 
agents of the Food and Drug Administration to inspect the plant he 
operated and the refusal led to legal action against him. The deci- 
sion of the United States Supreme Court in the case left the Food 
and Drug Administration powerless to enforce factory inspection 
and in an effort to correct that situation H. R. 2769 was introduced 
in Congress. Our interest in the proposed measure stems from ob- 
jection to promiscuous and indiscriminate ins ci ction of the prescrip- 
tion files in the drug stores ot the country by the Food and Drug 
Administration. 

It is our contention that the Food and Drug Administration never 
had au thority in the law to invade a pharmacy to snoop for a sup 
posed or imagined violation of the Food, Drug and ae my Act. 


Hence, we have objected on numerous occasions in the past to Fed 
eral ins pection of prescription files on mere sus pie ion or in athens ince 
with routine procedures of the Food and Drug Administration. The 


Food and Drug Administration seems to have based inspection au- 
thority exercised in drug stores over the entire country on obscure 
phraseology contained in the Food, Drug and Cosmetic Act. 

We insist that the interpretations involved are misguided and erro- 
neous, and for that reason, we believe, the Food and Drug Administra- 
tion never possessed authority to enter a pharmacy to inspect prescrip 
tion files on a pretext or just to engage in a fishing expedition for 
evidence of violations of the Food, Drug and Comestic Act. 

We take the position that the Food and Drug Administration should 
never be permitted to make inspection of prescription files in a phar- 
macy except on tangible and concrete evidence of a violation of the 
Food, Drug, and Cosmetic Act and then only after a written notice has 
been issued 5 days in advance of the inspec tion. 

We wish to emphasize that prescription files are confidential and 
that they should be protected as far as it is possible from promiscu- 
ous and indiscriminate inspection, and that means, we insist, on in- 
spection only in accordance with due process of law. Physician, 
pharmacist, patient relationships in medication and in the treatment 
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of (lisease must be respected by the Food and Drug Administration. 
Infringements constitute a hazardous precedent because they run con- 
trary to traditional safeguards against the relationships involved i 
the prac tice of medicine and pharm: icy. 

The pharmacists of this Nation have always placed the public in- 
terest above their own person: il benefit. Much f the original mot- 
vation which leads a young man to enter the profession of pharmacy 
is based on that recognition of public service. We have, therefore, 
alwavs felt the need for safeguarding the health and welfare of the 
American people by pro\ ding properly controlled Inspection service 
on the part of local, State, and Federal services. We have cooperated 
with our Government to protect that public interest 

We believe, however, that it is in the _— interest to defend the 


integrity of the physician pharmacist patient elationship. We have, 
therefore, always insisted that im npeckion sean cee Cc arried on by our 
Government respect that factor. As we testify in favor of proposed 


leg lation to pe rmit imspectior rights of the Rood’s and Drug Admin 
istration, we also urge the Congress to clothe those in spec ‘tion rights 
with protection of privacy for the physician-pharmac ist patient trio. 
We want legislation because we know legislation is necessary. We 


urge the Congress to find a formula which will protect the public in- 
terest from violations of the Food and Druge Act and will at the same 
time shield the public interest in preventing invasions either of pri 


vate or governmental hands of the physicians-p harmacists-patie nt re- 
lationship which we consider so vital to our professional ethics and 
htegrity. 

The decision of the United States Supreme Court in the Cardiff 
case swept away factory mspection, since in the law the Food and 
Drug Administration never possessed authority to indulge in any 
kind of inspection of Rx files let alone the » promiscuous and indis- 
criminate inspection of prescription files in the drugstores of the 
Nation. We come before you to make it plain that we, the druggists 
nationwide, have strong objection to inclusion of a provision in H. R. 
2760 which would give the Food and Drug Administration authority 
to inspect presoription file s exce pt on bona fide evidence of violation 
of a Federal law that pertains to the proper labeling of drugs and 
medicines in the practice of pharmacy. Then there should be a written 
notice issued 5 days in advance of the inspection. 

Furthermore, we suggest and respectfully urge that your committee, 
through an appropriate amendment and/or by means of a definite 
expression in the report you are to prepare, do conclusively determine 
that the inspection authority of the Food and Drue Administration 
— prescription files in drug stores except in direct connection 

ith concrete evidence of violation of the Food. Drug, and Cosmetic 
hae The retail druggists of the country have for years endured 
abuses of inspection procedures and it is long past time to be done with 
them. 

A prescription is a privileged, private, professional message between 
a medical practitioner and a pharmacist. The pharmacist is the ex- 
clusive custodian of that document once it has been delivered to him. 
Professional ethics and tradition down through the centuries pro- 
claim and affirm this premise. The pharmacist is morally obligated 
never to divulge the formula nor the contents of a prescription nor to 
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. e ° } +2 1 
determine nor to conirm a cliagnosis made by a physician even though 


his professional collegiate education presupposes such knowledge. 
| PI 


The symbol Rx stems from the Latin “reci peo, which means “take 
thou.” The medical and pharmaceutical professions have come to 
know the Rx symbol when spelled out means that the physician directs 
the pharmacist to take thou of and prepare a medicine for the patient, 
from the recipe of the physi an. lor ages medical practitioners 
wrote their prescriptions in a dead language, Latin. Many still do 
because In numerous instances it is not conducive to re oonized “Mel tal 


therapeutics” for the patient to know what medicinals are being pre 
seribed. Likewise, it 1 contrary to vood pract ce Tor a physician to 
presi ribe for himself—‘*when he does he has a fool for a patient.” 

In 1951 representative spokesmen from the National Association of 
Retail Druggists under the direction of Dr. John W. Dargavel, execu 
tive secretary and gveneral manager, appeared before this committee 
in the interest of public health and safety and asked Congress to 
amend the Federal ood, Drug and Cosmetic Act in order to fix con 
clusively and authoritatively after investigation and study, a line 
of demareation between drugs which could be sold across the counter 
with adequate directions for lay use and those which could not be 
dispensed without authorization of a medical practitioner. 

The rapid and almo [ miuiraculous progre S niade within the realm 
of scientific pharmaceut eal advancement during the past decade 


ts or the 


is publicly acclaimed and acknowledged. The pharma 
United States have not shirked their duty Ol responsibilities In the 
interests of the public health and safety. Through the instrumen- 
tality of the Durham-Humphrey Act they subjected themselves to 


drastic restrictions. On October 26, 1951 


. after passage by Congress, 
the President approved what is now Public Law 215 enact 
Rd ¢ ongress. This law contains the essence of self lmnposed restric 
tions asked of Congress by the National Association of Retail Drug- 
gists. It is referred to and it 1s commonly known as the Durham- 
Humphrey Act. 

Right now every prescription in a pharmacy is subject to review 


and inspection in the event reasonable evidence is at hand to warrant 
such action by various and sundry oflicial agents, namely, State 
boards of phar icy, police departinents, and In the case ot narcotics, 
the State and Federal authorities have entrance for review. 

The National Association of Retail Druggists favors factory in 
spection authority for the Food and Drug Administration. It seems 
to be necessary to the public health. We are aware that the problems 
involved are extensive and complicated. Moreover, it is significant 
that most of the cases developed by the Food and Drug Administra 
tion were made possible through authority to mn pect the pl ints of the 
manufacturers and the warehouses of the distributon S. 

The United States Supreme Court said in the decision of the Cardiff 
case that “the vice of vagueness in criminal statutes is the treachery 
they conceal either in determining what persons are included or what 
persons or what acts are prohibited.” We think that the request we 
submit to you in an effort to insure the sanctity of prescription files is 
in harmony with the quoted opinion of the United States Supreme 
Court as follows: 

We cannot sanction taking a man by the heels for refusing to grant permission 
which this act, the Food, Drug, and Cosmetic Act, on its face apparently gave 
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him the right to withhold. That would be making a criminal without a fair 
and effective notice. 

The Carman. Are there any questions, gentlemen ‘ 

Mr. Beamer ¢ 

Mr. Bi mer. Mr. Frates, I believe I heard you refer to the fact that 
it might be recommended in their report pre pared by the committee 
that certain regu ations or provisions might be me luded. W ould you 
recommend that procedure instead of spelling it out in detail in the 
legisiation / 

‘Mr. Frares. Yes. We would prefer to have the legislative record 
show our intent. We have no amendment to offer. 

Mr. Beamer. If it were possible to place yourself in the case of the 
manufacturer or pharmacist, would you like to know what the inspec 
tor says about you when he sends his report back to the home office ¢ 

Mr. Frares. I surely would, si 

Mr. Beamer. You would see no objection to asking for some such 
report, a copy of it? 

Mr. Frares. No. 

Mr. Beamer. If that inspector made an analysis of some product 
that you might be selling or manufacturing, would you like to have 
a copy of that analysis, also? Do you think that would be a fair pro 
cedure ¢ 

Mr. Frares. Yes, sir. 

Mr. Beamer. Do you think if we wanted to have those provisions 
they should merely be in the report or should they be spelled out in 
the legislation? Reports, after all, are sometimes forgotten and leg- 
islat oh goes on fore ver, 

Mr. Frares. The judge does not have to take into consideration any 
legislative record that might be built up. He would perhaps make 
his decision on the law itself. However, we feel that this is so com- 
plicated and has so neeny ramifications that we do not want to put any 
impediment in the way of the Food and Drug Administration in their 
desire and duty to ae ct the public. We have no amendment that we 
could consistently and clearly offer. That is why we feel when you 
write your report if you so indicate our intent, that perhaps some one 
might come up with an amendment that would satisfy the equasion. 

Mr. Beamer. That is all. 

The Cuarrman. Are there any further questions? 

Mr. Youncer. Have you had quite a bit of complaint on that one 
question about the right to inspect prescriptions / 

Mr. Frares. Yes. 

Mr. YouncGer. It has been quite general ? 

Mr. Frares. Yes. 

Mr. Younger. In a industry ? 

Mr. Frares. Yes, sir. 

Mr. Youncer. I ed the other day of Mr. Crawford if he had any 
cases where the inspection of the prescriptions led to convictions. Do 
you know of any cases where that has happened ? 

Mr. Frartes. I could not quote a case wherein the inspection of the 
prescription file independently led to any convictions. It has been 
my observation in the years I have been representing the National 
Association of Retail Dr uggists that the Food and Drug Administra- 

tion has a technique of their own. I will give it asa personal opinion 
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that they almost have a case closed against a druggist before they go 
into the place to inspect the files. If that is the case, why inspect them ? 

Mr. Youncer. That is all. 

The Cuarrman. Mr. Bennett ? 

Mr. Bennertr. Are you for this bill, for making this inspection 
compulsory ¢ 

Mr. Frares. Insofar as factory inspection is concerned, yes. Inso- 

as pharmacists are concerned, no. 

Mr. Bennerr. What is the difference? 

Mr. Frarrs. We take the assumption that a prescription file is an 
individual, private document between the pharmacist, the physician, 
and the patient. 

Mr. Bennerr. Do the Food and Drug people examine pharmacists 
prescription files under section 704? 

Mr. Frares. There are two schools of thought in that connection. 
One says yes, the other says no. It makes no mention of a pharmacy in 
section 704. 

Mr. Bennerr. As far as you know, do they make such inspections / 

Mr. Frares. Yes. They have been doing it right along. 

Mr. Bennerr. Do you favor any amendment to the provisions in 
section 704 that relate to the scope of the inspections that may be 
made ¢ 

Mr. Frares. No, we do not have that prob! em. We have no com- 
plaint files. 

Mr. Bennerr. Is it not under that section or that part of the section 
that authority is caumed by the Food and Drug Administration to 
inspect pharmacists’ p rescriptions 

Mr. Frares. Th lat Is my understanding from listening’ to the 
testimony. 

Mr. Bennerr. In spite of that, you are satisfied with the language 
and it should stay as it is? 

Mr. Frares. With the suggestion that Congress in their report de 
clare that the prescription files are not to be inspected promiscuously. 

Mr. Bennerr. You want the law written in the report and not in the 
language of the section itself / 

Mr. Frares. That is correct, because we have no amendment to offer. 

The Coamman. Mr. O'Hara. 

Mr. O'Hara. Mr. Frates, I presume when the Durham-Humphrey 
Act was passed that that limited the right of selling dangerous drugs 
other than by prescription. It also authorized the phone prescription. 
I do not know whether the prescription subsequently had to be signed 
by the doctor or whether it was just a matter that the druggist would 
take the prescription over the telephone. 

Mr. Frares. It does not have to be signed by the physician. Under 
the Durham-Humphrey Act a pharmacist may receive an oral prescrip- 
tion from the physician and he reduces it to writing immediately. 
That becomes a bona fide prescription. It gives it a number, date, and 
dispenses with it. In the cases where the patient comes back for a 
refill, if it is a restricted drug, the pharmacist may call up the doctor 
and the doctor may give him an oral authorization for a refill. 

Mr. O’Hara. The question that comes to my mind is, Didn’t the 
passage of the Durham-Humphrey bill—and I agree with’ you, I do not 
think the Food and Drug Administration had any authority to go 
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into a drugstore under section 704 and ask for a prescription file. But 
I think when we passed that bill, possibly we may have opened the 
door there for them to demand that file. I am anxious to have your 
viewpoint. I recognize as you do that that is a highly confidential 
and privileged relationship between the patient, the doctor, and the 
druggist. 

What is your view on that? Iam very anxious to have it. 

Mr. Frares. My view has not changed any since the enactment of 
the Durham-Humphrey bill. You have clarified the problem that was 
confronting the retail pharmacists of the country in its enactment and 
vou drew a line of demarcation between restricted drugs and those 
drugs which may be sold across the counter with adequate directions 
for lay use. 

Now we know when we see a package of medicine come into our 
prescription department and it has the prescription legend on it, it is 
like a red light. It cannot go across the counter without a physician’s 
authorization. I do not think the Durham-Humphrey bill has added 
to the inspection privileges of the Food and Drug Administration. 

Mr. O'Hara. Do you desire language either in the bill or in the 
report which would state in effect that inspection by the Food and 
Drug Administration should not authorize or would not authorize an 
inspection of the prescription file of the druggist ? 

Mr. Frares. There isa proviso. Unless they have tangible, concrete 
evidence of violation. 

Mr. O’Hara. Then they should come in with a search warrant ? 

Mr. Frates. They could. They generally pick up their informa- 
tion maybe from a competing pharmacist or from the coroner or a 
hospital. In one case it was from the attorney of a State or com- 
plaints of neichl ors, We do not have any qualms of conscience for 
a violator of the act if it is promiscuous, 

Mr. O'Hara. Do you feel then that the inspector should have the 
right to come into the drugstore and say, “ I want to inspect it,” and 
he is entitled to make that inspection which may even call for an 
inspection of the complaint files? I do not mean the complaint files, 
the prescriptions. 

Mr. Frares. We have made the suggestion in here that we think 
you ought to give us 5 days’ notice. Our people are small, inde- 
pendent retail pharmacists. They are working 12 to 14 hours a day. 
If they had a notice given to them, say, 5 days in advance, that would 
give them a chance to check their inventories to see whether they 
agreed with the sales and receipts. ; 

Mr. O’Hara. Do you take the position that the inspector has no 
right to see those files, or do you take the viewpoint they do have the 
right? Iam speaking as of now. 

Mr. Frarrs. As of now they have no right to inspect, since the 
Supreme Court decision. Previous to that, for a number of vears, I 
do not know of any retail pharmacist that ever refused the Federal 
authorities the privilege of inspecting. My observation has been when 
a Federal agent comes into a small retail pharmacy and flashes his 
credentials, our people are scared to death. That represents the 
strong arm of Uncle Sam. I think Mr. Beamer brought out in ques- 
tioning one of the witnesses here that we ought to have the coopera- 
tion of these Federal inspectors like we train our children now to be 





ee] 


FOOD, DRUG, AND COSMETIC ACT 169 


frie ndly to the cop on the beat. He is their friend. But the reverse 
is true when they come into the small independent druggist. 

Mr. O'Hara. You mean what? 

Mr. Frares. I mean the flash of a badge, not the personnel involved. 
They are, as a rule, apt to be gentlemen. 

Mr. O'Hara. Your organization takes the position they should not 
have the right to see the prescription file of the druggist unless it is 
a criminal prosecution for which they should have a search warrant; 
is that right? 

Mr. Frares. I would not go so far as to say they would have to 
have a search warrant each time they would want to make an inspec- 
tion. Apparently they do cooperate with other local and State agents. 
They work very closely with the State boards of pharmacy on this 
thing. If they did not want to go in, they could send a local 
spector in. 

Mr. O'Hara. As a matter of fact, most of the prosecution of drug- 
gists is brought under way, either the State or Federal law ? 

Mr. Fratres. Federal law. 

Mr. O'Hara. Are all of them under the Federal law? You have 
violations of your State laws, do you not? 

Mr. Frares. Yes; but I would say that the majority of them are 
Federal convictions. 

Mr. O'Hara. Is the greater bulk of them violations of the Narcotics 
Act? 

Mr. Frares, No. They are violations of the Durham-Humphrey 
Act. 

Mr. O'Hara. Until that passage, you did not have many violations, 
did you? 

Mr. Frates. I do not know the number of violations we had before, 
but I know our people now are very well educated insofar as the 
operation of the Durham-Humphrey Act is concerned. 

Mr. O'Hara. Your organization strongly supported that bill and 
properly so? 

Mr. Frares. How well I remember that. 

The CuarrMan. Are there any other questions ? 

In your statement you state that— 

We urge the Congress to find a formula which will protect the public interest 
from violations of the Food and Drug Act that will at the same time shield the 
public interest in preventing invasions, either of private or governmental, of 
the physician-pharniacist-patient relationship which we consider so vital to our 
professional ethics and integrity. 

That is a suggestion that comes from you. Are you able to put it 
into language? 

Mr. Frates. No: we are not. at the moment. 

The CuarrmMan. You are expressing confidence in Congress you do 
not have in yourself? 

Mr. Frares. That is correct. Congress makes the law: we obey it. 

The CHarrman. So then you do not feel there is a responsibility 
for you to present any formula for our consideration ? ' 

Mr. Frates. No. If you build up the record or in writing your 
report you show intent of this committee to the effect that the agents 
are not to go in promiscuously and indiscriminately—if they have 
their case built up before they go in, it is all right, go in and take a 
look at the files. You would not want your prescription peddled all 
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over the neighborhood. I do not think any man on the committee 
would. 

The Caray, As long as you are making it personal, I have not 
filed a prescription for so long I do not know that I would not want 
t known. 

Mr. Frares. It can be spelled out until it becomes a facetious sum 
mer market which has a little hole in a wall of a prescription depart- 
ment and hires one registered pharmacist to operate on and makes 
his turnover on fast-selling merchandise and might take one of these 
and say, if the Food and Drug people can come in here every day 
and if the State board of pharmacy eal police department can, I 
will take this prescription and paste it on the front window. Take 
t look at it. This cured John Jones for he ay fever. 

The Cuairman. Then you do have some definite opinion. Do I 
take from what you said you recommend we pass a law that the ay 
could not paste it up in the front window? What I am trying to 
get at is this: You make a very sensible suggestion here, except mi rybe 
putting it entirely upon Congress, but you do say you want a formula 
which will protect the public interest om violation of the Food 
and Drug Act but which at the same time shields the pub ‘lic interest in 
preventing invasions of a physician-pharmacist-patient relationship, 

That sounds fine, but it does not get this committee anywhere except 
to remember that vou advocated we find a formula. What I am try- 
ing to get at is the thought that vou asked this committee to find a 
formula and I feel this should have suggested something in your own 
mind that you ( ‘ould ls ay before us. 

Mr. Frares. I appreciate your statement, Mr. Chairman. 1 do not 
happen to be an attorney; I am a registered pharmacist. 

The CuarrMan. I did not think you were necessarily, but certainly 
it would not preclude you from having the services of an attorney if 
you felt that was a proper thing to do. 

One attorney testified here and said he is looking for business. May- 
be you could utilize his services. 

Mr. Frares. So say we all. 

Following your suggestion, with your permission I will take that 
paragraph and turn it over to our attorneys and see if they can come 
up with something. 

The CrarrMan. I want to say on behalf of the committee, as I have 
said so many times during these hearings, especially today, that if any- 
one suggests an amendment of the law, we would appreciate having 
the benefit of your considered judgment placed in black and white 
that we can have before our committee and give it the considera- 
tion you feel that it is entitled to have. So long as you talk in general] 
principles such as “We urge Cogress to find a formula,” it does not 
give us the help we think we should get from industry that is objecting 
in part to something it thinks should be adopted. 

In other words, we would like to have a definite suggestion. So if 
you will give this your further consideration and present any of 
those thoughts you may have to us, we will be pleased to give it every 
consideration in the hope that the confidence you have in Congress will 
be justified. 

Mr. Frares. Thank you, sir. 

The Cuarrman. The next witness will be Dr. Frederick J. Cullen, 
representing the Proprietary Association. 
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STATEMENT OF FREDERICK J. CULLEN, M. D., REPRESENTING THE 
PROPRIETARY ASSOCIATION 


Dr. Cutten. My name is Frederick J. Cullen. I am a graduate, 
registered pharmacist and physician. I practiced medicine for about 
12 years; 3 years of medical officer in the United States Army, 1 year 
with the United States Public Health Service, and 5 years with the 
Food and Drug Administration. Most of that time I was Chief of the 
Drug Control Division, and since November 1, 1934, I have been the 
medical adviser and executive vice president of the Proprietary Asso- 
ciation. 

That association distributes about 80 percent, by volume, of the medi- 
cines that are advertised and sold in the United States for use in home 
medication. 

Mr. Chairman, I have prepared a statement that I have filed. 

The Cnamman. Would you like it to appear in full at this point in 
the record ? 

Dr. CULLEN. Yes, sir. 

(The statement follows:) 


STATEMENT OF FREDERICK J. CULLEN, M. D., REPRESENTING THE PROPRIETARY 
ASSOCIATION 


On December 8, 1952, the Supreme Court announced its opinion 
of the United States v. Ira D. Cardiff (see appendix, p. 3), and held that it 
was not unlawful for a manufacturer, packer, or processor of foods, drugs, and 
cosmetics to refuse permission for the inspection of his plant as provided for 
under section 704° (see appendix, p. 1) of the Federal Food, Drug, and Cosmetic 
Act. 

In view of this court decision, which prohibits factory inspection for all prac- 
tical purposes, President Eisenhower included the following statement in his 
state of the Union message: 

“Public interest similarly demands one prompt specific action in protection 
of the general consumer. The Food and Drug Administration should be author 
ized to continue its established and necessary program of factory inspection.” 

An amendment to section 704, which, if enacted, will restore the right of fac- 
tory inspection to the Food and Drug Administration, was submitted to the Vice 
President and the Speaker of the House by Mrs. Hobby, Secretary of the De 
partment of Health, Education and Welfare. 

At that time she stated: “Time is of the essence in restoring the needed au- 
thority to prevent loss of the progress made over the past 14 years.” 

The members of the Proprietary Association fully agree with the President 
and Mrs. Hobby, and welcome factory inspection at any reasonable time with 
out previous notice and upon the presentation of the inspector’s credentials; 
but we must resist any attempt to use the inspection provision for the purpose 
of requiring a manufacturer to reveal privately developed and privately owned 
formulae, manufacturing processes, and techniques, in other words, the know- 
how which has resulted in superior products. 

The formula of a product and the technique by which it is manufactured often 
constitutes a manufacturer’s most valuable asset. If they are disclosed to com 
petition the manufacturer’s business may be seriously impaired, if not ruined, 
without rendering any service to the consumer, The inspection of the formula 
or manufacturing technique is not necessary to determine whether an article 
is pure, wholesome or efficacious. 

Webster’s New International Dictionary, second edition, published in 1937, 
defines “Inspection” as follows: 

“1. Act or process of inspection; strict or prying examination. 

= ** & 

= * * * 


in the case 


1The text of sections of the Federal Food, Drug, and Cosmetie Act and citations to 
court decisions pertinent to or mentioned in this material and not included in the body of 
the text are attached as an appendix, as a matter of convenience 
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“b. The examination of articles of commerce (under laws called inspection 
laws) to determine their fitness for transportation or sale.” 

A thorough investigation of a plant is necessary in order to insure the pro- 
tection of public health. Prying into formulae, manufacturing methods and 
processes, as Well as the complaint file. is not. 

A brief review of the history of the factory-inspection section will demonstrate 
that Congress has never intended to require that such confidential data be made 
available as a part of factory inspection. 

The 1906 Food and Drugs Act contained no provision authorizing factory 
inspection However, shortly after it was enacted, the inspectors were told 
to visit manufacturing plants and to gather all of the information that could 
be secured which might be of value in determining whether or not the output 
of such factories complied fully with the provisions of the act. In most in- 
stances permission to inspect was granted and much of the desired information 
was made available. Such instructions to the inspectors have not been changed, 
but instead have been amplified. 

In 1933 when a revision of the old law or the possible enactment of a new 
one was under consideration, authority for factory inspection was, of course, 
one of the first provisions to be included. The first bill, S. 1944, known as the 
Tngwell bill and prepared by the Food and Drug Administration, was introduced 
by Senator Copeland in June 1933. Section 8 (e) of this bill would have required 
What amounted to complete formula disclosure in labeling. Section 13 (a) of 
the proposed bill provided for inspection of a “* * factory, warehouse, estab 
lishment or vehicle and all pertinent equipment, methods and processes, finished 
and unfinished material, containers, and labels there used or stored * * *”, 
[Italies supplied. ] 

The formula and the processes and methods of manufacture are so closely 
interwoven that they must be considered together. 

During the course of the hearings on S. 1944, many manufacturers objected 
to the disclosure of formula, methods, and processes. At that time, in discussing 
formula disclosure, Mr. Campbell, Chief of the Food and Drug Administration, 
stated: 

“Tt is alleged in connection with this particular section that it is extreme; 
that it calls upon a manufacturer to make a surrender of property rights in 
which he has a definitely vested interest; that it requires disclosure of trade 
secrets. To a large extent that is sheer nonsense. Competitors through ob- 
servations, expert analysis, and other investigations that may be carried out 
can easily ascertain the essential composition of various drug products to be found 
on the market. 

“The ingredients are not secrets, but there is, I will grant, in the preparation 
of such products manufacturing technique which may be of value to manufac 
turing firms. I have had manufacturers of drug products tell me repeatedly 
that there was no objection to this requirement: that it was not the ingredients 
or the composition of the article which constitute the secret, but rather the 
method of combining the various ingredients.’ 

In another instance, during the discussion of formula disclosure in a later 
sll, S. 2800, introduced February 6, 1934, Mr. Campbell stated as follows: 

“T am not in favor at all of a requirement that one manufacturer who has 
spent years and money in experiments, who has been progressive in his work, 
and who has acquired something that in the public estimate is valuable, being 
required to make known the results of his researches to his competitors. I don't 
think that is fair, and I am not blind to that argument.” 

Mr. Campbell’s statement must be considered as an indication of his desire 
to protect for the manufacturer his “methods and processes,” in other words, 
his know-how. 

After the hearings on 8S. 1944, the words “methods and processes” disappeared 
from the language of the factory-inspection provisions of the various bills and 
did not recur. 

The early bills referred to the right of the administration to inspect “al 
equipment.” The later bills—and, in fact, the one that was enacted—provided 
that the administration could inspect all “pertinent equipment,” thus further 
limiting the administration’s authority for investigation 

I will be urged that there should be no objection to making a complete formula 
losure, since an analysis can be made which would provide that information 
This is not entirely true. An analysis may determine most of the various 
ingredients included in a product, but chemistry has not yet arrived at a point 
where a determination can be made as to the exact quantities of the various 
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ingredients that are included in most of the highly complex mixtures used 
as medicine. Certain types of products must be tested by what is known as 
bioassay methods, and it is a recognized fact that in conducting such tests a 
variation of plus or minus 20 percent must be allowed. Could such reports 
be considered as supplying complete formula information? Obviously not. 
The kederal Food, Drug, and Cosmetic Act requires that the labeling must 
include a statement of the active ingredients of the pre ration, and in additi 








a quantitative statement of any hypnotic or narcotic substance. It also provides 
that a quantitative statement of certain other ingredients that are listed in 
the act must be included, regardless of whether or not they are active To one 
not familiar with the requirements of the act, this statement of ingredients may 
be considered as a disclosure of the formula In complying with the provisions 


of the law, the manufacturer must provide in labeling a preper declaration of 
ingredients; but this does not mean that he is disclosing hisk nuplete formula, 
since certain ingredients may not be stated and many are not ligted quantitatively 

In a speech given on May 22, 1940, to the Proprietary Association in conven 
tion, Mr. W. R. M. Wharton, who was chief of the eastern district of the Food 
and Drug Administration, stated : 

“This new law provides, as you will have noted, for entry and for inspection 
of establishments, equipment, finished and unfinished materials, containers and 
labeling. The law also sets up a penalty clause (sec. 301 (j)) providing against 
revealing ‘an\ method or process which, as a trade secret, is entitled to pro 


tection’ ascertained as a result of any inspection By setting up the penalty 


clause, Congress obviously expected inspectors to obtain information concern 
ing methods and processes Moreover, the authority provides for inspection 
of unfinished raw materials throughout, to their conversion into finished products, 
and therefore this inevitably refers to methods and processes 

“In view of these considerations, it is held that the factory inspection authority 
clearly includes methods, processes, and composition The new act does not 
furnish authority for copying the names and addresses of interstate consi 


since books and records are not considered as pertinent equipment, but in cases 


nees 


w he re re asonable suspic ion of Vviolat one ists, SeCTION Oni title 2S of the Ur ited 
States Code provides authority for the issuance of subpena duces tecum for 
the production of books and records before grand jur es 

“Requests for access to records of interstate shipments is a normal practice 
during factory inspection. In all of our experience in its use probably 99.8 
percent of voluntary acquiescence has been obtained.” 

It is noted that Mr. Wharton relies completely upon section 301 (j) as grant 
ing an inspector the authority to secure information concerning processes and 
methods. This is undoubtedly a broad stretch of the intent of Congress. 

Officials of the Food and Drug Administration have asserted from time to 
time that they have authority to examine methods and processes of manufacture 
during the course of inspection of a factory The base their claim on the 
“Prohibited Acts” section, which provides, in part, as follows: 


“Nection 30] 


“The following acts and the causing thereof are hereby prohibited : 

‘(j) The using by any person to his own advantage, or revealing, other than 
to the Administrator or officers or employees of the Agency, or to the courts 
when relevant in any judicial proceeding under this act, any information acquired 
under authority of section 404, 505, 506, 507, or 704 concerning any method or 
process which as a trade secret is entitled to protection.” 

A paragraph similar to this appeared first in 8. 2800 

Congress realized that an inspector might accidentally come upon some of 
the methods or processes of the particular plant that would be of value to a 
competitor. Therefore, paragraph (j) of section 301 was added so as to prevent 
the disclosure of such information. 

In addition to Mr. Wharton’s statement, what appears to be the Administra 
tion’s real interpretation of the authority granted by section 704 was included in 
the petition for certiorari in the Cardiff case (see appendix, pp. 2, 3, 4)—the 
decision that led to this proposed amendment. Fifteen specific points were set 
out in the petition as indicating what was considered as essential in the inspec 
tion of a drug plant. While the words “processes or methods” were not used, 
the information requested—such as formula cards, manufacturing work sheets, 
batch records, and weight and measure controls—would certainly add up to a 
disclosure of the formula and the methods and processes of manufacture, 
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It will be further noted that in their petition to the Supreme Court, the 
Administration claims the right to examine the qualifications of technical 
personnel, This is subject to serious question as no such authority is specified 
n the act. Also the States have heretofore regulated technical personnel by 
their respective pharmacy laws. Most of the States, particularly those in which 
the manufacturing of proprietary products is carried on to any extent, requires 
that such preparations must be manufactured under the supervision of a pharma- 
cist or a chemist. In a few instances the State law goes further and provides 
also that a person who is duly qualified by experience and training, and approved 
by the State board of pharmacy, may supervise such manufacturing. This, it is 
believed, provides sufficient control over technical personnel. 

By what authority does the Administration have the right to investigate 
complaint files? There is no mention of “complaint files” in section 704 and no 
\uthorization to examine them. Moreover, the inspection of such files would 
not contribute to the protection of the consuming public. 

It is doubtful that there is a inufacturer of any type of consumer goods 
who does not, from time to time, receive complaints concerning his product 
Complaints may range from the hallucinations of a psychopath to what appears 
to be a genuine complaint. It must be realized that in some instances, parti- 
cularly in less prosperous times, the purpose of a complaint is to secure money, 
often without a meritorious claim. Small sums of money are paid to the 
complaints by the insurance company with the sanction of the manufacturer. 

It must be recognized that most manufacturers carry product liability in- 
surance. Before issuing a policy, the insurance company makes a thorough 
nvestigations of the organization and its products, in order to find out whether 

not the company is reliable and that its products are safe when used as 
directed. 

At the time of submitting the proposed amendment to section 704, Mrs. Hobby 
stated in her letter: 

“A simple amendment to eliminate the need of obtaining permission before 
making inspection can restore the vital provisions and should avoid needless 
controversy over the scope of inspection authority. We are content to leave to 
the United States courts the problem of saying how far the authority extends.” 

The adoption of Mrs. Hobby’s suggestion would mean that the courts may be 
called upon to legislate as to the extent of the authority of the inspector. 

It is believed that if Congress amends section 704, making only the changes that 
have been suggested, and does not clearly express the intention of Congress by 
committee report or otherwise, it is likely that the courts will consider that 
Congress adopted the administration’s interpretation of the section. 

To substantiate this view, I would call your attention to the fact that over a 
period of many years Congress has reenacted or amended sections of certain 
laws, and in some instances the amendment amounted only to the change of one 
word. Later the Supreme Court held that by thus amending the statute, Con- 
gress approved of the construction placed upon it by the agency charged with 
the administration of the act. While the circumstances that resulted in these 
amendments, and the cases that were considered by the courts differ materially 
from the type of case that would be brought under an amended section 704, never- 
theless these Supreme Court opinions do include statements that would justify 
a court in deciding that Congress in this instance had given full consideration and 
approval to the views of the Food and Drug Administration (see appendix, pages 
fh, 6). 

It is believed that if Congress amends section 704, as suggested, the committee 
report that accompanies the bill should make it crystal clear that such an 
amendment is not to be construed as acceptance by the Congress of the Adminis- 
tration’s interpretation of its authority under section 704. 

Clarification of the intention of Congress with respect to the construction of 
section 704 is made necessary by the criminal penalties imposed by sections 301 
({f) and 3038 (a). 

Section 301 (f) prohibits: “The refusal to permit entry or inspection as author- 
ized by section 704.” Thus, if a manufacturer refuses “entry” to an inspector, 
he would be subject to criminal prosecution since factory inspection would be 
compulsory under the provisions of section 704 in its suggested form. 

tut what is meant by the word “inspection” as used in section 301 (f)? Does 
this mean that the manufacturer would be subject to criminal prosecution if, 
after allowing the inspector to enter his plant, he refuses to give him, upon 
request, personal and confidential information such as formulas, methods and 
processes of manufacture, and complaint files? We believe that a manufacturer 
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should be allowed to protect such private property from inspection and that he 
should not be prosecuted as a criminal if he refuses to make it available. 

Perhaps that is the intention of the Administration. In her letter to the 
Hlouse and Senate, transmitting the proposed amendment to section 704, Mrs. 
Hobby stated : 

We are content to leave to the United States courts the problem of 

saving how far the authority extends.” 

The word “authority” as used in this statement refers to the extent to which 


the inspector can go in securing information and reccrds during Inspection 
Chis statement, to the critical observer, indicates that the 1 nufacturer 
have the right to refuse to provide the inspector with formula cards, actua 
nanufacturing work sheets, batch records, weight and measure controls, and 
complaint files Che committee report accompanying the bill shoul ils uke 
it clenr that this is the intention of Congress. 

In summary, the members of the Proprietary Association are of the opinion 


that factory inspection is necessary for enforcement of the Federal Food, Drug, 
and Cosmetic Act. 

It is our understanding that in presenting the proposed amendment to section 
704, the members of the Administration did not intend that the scope of th 
inspector’s authority was to be broadened. We are also of the opinion th 
the manufacturer has the right to refuse to give to an inspector privately ce 
veloped and privately owned formulae, processes, and methods of bianufacture, 
as well as complaint files. If Congress adopts this view, then we are of the 
opinion that the committee report accompanying the bill should be completely 
explanatory so that in the future the courts will fully understand the intent 
of Congress when it amended this section 

If such safeguards are included in the committee report, we would recom 


mend the passage of any one of the bills pending before this committee, includ 

ing a provision which allows the inspector to enter at a reasonab time, either 

ifter having given notice or Inereiy Upon the presentation of his creden iis 
LPPENDIX 


RECORDS OF INTERSTATE SHIPMENT 


Sec. 703. For the purpose of enforcing the provisions of this act, carriers 
engaged in interstate commerce, and persons receiving food, drugs, devices, or 
cosmetics in interstate commerce or holding such articles so received, shall, upon 
the request of an officer or employee duly designated by the Administrator, per 
mit such officer or employee, at reasonable times, to have access to and to copy 
all records showing the movement in interstate commerce of any food, drug 
device, or cosmetic, or the holding thereof during or after much movement, and 
the quantity, shipper, and consignee thereof; and it shall be unlawful for eny 
such carrier or person to fail to permit such access to and copying of any such 
record so requested when such request is accompanied by a statement in writing 
specifying the nature or kind of food, drug, device, or cosmetic to which 
request relates: Provided, That evidence obtained under this section shall not be 
uesd in a criminal prosecution of the person from whom obtained: Provided 
further, That carriers shall not be subject to the other provisions of this act 
by reason of their receipt, carriage, holding, or delivery of food, drugs, devices, 
or cosmetics in the usual course of business as carriers 


FACTORY INSPECTION 
(Before Cardiff Decision ) 


Sec. 704. For purposes of enforcement of this act, officers or employees duly 
designated by the Administrator, after first making request and obtaining per- 
mission of the owner, operator, or custodian thereof, are authorized (1) to enter, 
at reasonable times, any factory, warehouse, or establishment in which food, 
drugs, devices, or cosmetics are manufactured, processed, packed, or held, for 
introduction into interstate commerce or are held after such introduction, or to 
enter any vehicle being used to transport or hold such food, drugs, devices, or 
cosmetics in interstate commerce; and (2) to inspect, at reasonable times, such 
factory, warehouse, establishment, or vehicle and all pertinent equipment, 
finished and unfinished materials, containers, and labeling therein. [ltalicized 
material to be deleted. | 
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If the amendment proposed by H. R. 2769 or H. R. 3604 is adopted, that por 
tion of the section will read as follows, the italicized material added : 

“For the purpose of the enforcement of this act, officers, or employees duly 
designated by the Administrator, after first giving written notice to the owner, 
operator, or custodian thereof * * *.” 

If the amendement proposed by H. R. 3551 is adopted, that portion of the sec 
tion will read as follows, the italicized material added: 

“For the purpose of enforcement of this act, officers, or employees duly desig 
nated by the Administrator, after first exhibiting appropriate credentials to the 
owner, operator, or custodian thereof * * *. 

U.S. v. Ira D. Cardiff, District Court, Eastern District of Washington, South 
ern Division: 

“Well, IT had considerable difficulty in deciding the motion to dismiss the in 
formation. The statute on which the prosecution is based is not at all clear 
I think it’s very ambiguous and I reached my conclusion on what I thought the 
Congress should have intended rather than what they clearly said they intended 
in the statute It’s a very unsatisfact 


tory statute, and I think it’s one that should 
be clarified by a decision of the higher court, and I think there is juctification for 
Dr. Cardiff's position that he thought he was within his legal rights.” 
U.S. v. Cardiff, U.S. Circuit Court of Appeals for the Ninth Circuit 
“We do not agree with the Government’s construction of the 








Sec. 704 two sections that while under 374 the inspector is to make entries 
and inspection only after requesting and obtaining permission of 
Sec. 301 (f) the owner, operator, or custodian, section 331 (f) makes it a 


crime if the inspector’s request is refused. That is to say, Con 
gress by section 374 (f) gives the operator the right to refuse 
Sec. 301 (f) inspection and section 331 (f) warns him that if he exercises the 
right so given him he is liable to imprisonment. It is true that 
‘the Lord giveth and the Lord taketh awav’ in a manner seem 
ingly unjust to the mind of man, but here we are considering an 
act of Congress.” 
One of the members of the circuit court, in his concurring opinion, stated as 
follows 











“The majority’s able opinion makes an effort to read some meaning into 
this statute and states that in a certain hypothetical case, not like the one before 
us, a person might be guilty of an offense under this section. I am not prepared, 

nd I do not think it wise, to express an opinion upon this supposititious case 
I think that this statute, as written, is just plain nonsense, and because it is not 
the function of a court to rewrite such language, the judgment must be reversed.’ 

U. S. v. Cardiff, the Supreme Court of the United States, October term, 1952 

‘Those uncertainties make that construction pregnant with danger for the 
regulated business. The alternative construction pressed on us is equally 
treacherous because it gives conflicting commands. It makes inspection depend 
ent on consent and makes refusal to allow inspection a crime However we read 
section 301 (f) we think it is not fair warning (cf. United States vy. Weitzel 
(246 U. S. 4388): MeBoyle vy. United States (283 U. S. 25)) to the factory man 
1 that if he fails to give consent, he is a criminal. The vice of vagueness in 
criminal statutes is the treachery they conceal either in determining what per 
sons are included or what acts are prohibited Words which are yague and fluid 
(cf. United States v. Cohen Grocery Co. (255 U. S. 81)) mav be as much of a 
trap for the innocent as the ancient laws of Caligula. We cannot sanction tak 
ing a man by the heels for refusing to grant the permission which this act on 
its face apparently gave him the right to withhold. That would be making an 

et criminal without fair and effective notice. Cf. Herndon vy. Lowry (301 
U, S. 242).” 

United States vy. Ira D. Cardiff (97 L. Ed. 132): In its petition for certiorari 
in the Supreme Court, the Food and Drug Administration stated with particu 
larity its construction of the scope of factory inspection authorized by Section 
704: 

“Factory inspection of a drug plant may include observation, photographing, 
and appraisal of the following factors on the premises: (1) Conditions of sani- 
tation, (2) raw materials, (3) formula cards, (4) actual manufacturing work 
sheets, (5) batch records, (6) weight and measuring controls, (7) packing tech 
niques, (S) sterility and pyrogen controls, (9) potency controls, (10) coding 
system, (11) facilities for maintaining separate identity of each drug, (12) clean 
ing of equipment between batches, (13) quarantining of drugs until after clear 
ance with control laboratory, (14) qualifications of technical personnel, and 
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(15) the ‘complaint file’ of the firm. In addition, samples and labeling of doubt 
ful materials are purchased from the factory for analysis and appraisal by food 
and drug scientists ; and shipping records relating to sources of raw materials as 
well as to destinations of finished products are examined and copied to facilitate 
the removal of offensive merchandise from interstate commerce.” 


THE FOLLOWING CASE 18 OF INTEREST 


The broadest expression is found in the footnote to the opinion of Circuit Judge 
Biggs in the case of United States vy. Crescent-Kelvan Co, ((C. C. A. 3) (1948) 164 
F’, (2d) 582, § 





“Comparing the provisions of section 704 of the act, 21 U. S. C. A., section 374, 
with those of section 708, 21 U. S. C. A. section 373, relating to the inspection of 
drugs in the possession of carriers engaged in interstate commerce, it should be 
noted that the right to inspect shipping records is expressly conferred upon 
officers of the administration. Since the right to inspect shipping records is not 
expressly conferred upon inspectors making inspections of factories, it may be 
argued that an inspection of a factory under the latter section would not include 
an inspection of the factory’s shipping records On the other side, it may be 

rgued that inspection of a ‘factory’ includes the inspection of everything to be 
found therein relating to the business of the factory The latter view seem 
us to be more in accord with the canons of statutory construction but it is 
unnecessary to decide this question in the case at bar.” 


s to 


SUPREME COURT CASES RELATING TO AMENDED SECTIONS OF ACTS 


It is a recognized rule of statutory construction that the reenactment of a 
statute indicates congressional approval of the construction previously placed 
upon it by officials charged with its administration. With respect to a revenue 
act, the Supreme Court held that: 

“The regulation has received the construction now reaffirmed with substantial 
consistency. The statute, with the meaning thus settled, has been reenacted by 
Congress. The construction should be followed until Congress sees fit to change 
if Fondren v. Commissioner of Internal Revenue ( (1945) 324 U.S. 18, ! 
o, in construing a provision of the immigration law, the Court held: 
he reenactment must be accepted as a legislative approval of the 
practical construction the section had received.’ Nagle v. Loi Hoa ((1928) 
275 U. S. 475, 481-82). 

In McCaughan v. Hershey Chocolate Co. ( (1931) 283 U. S. 492), the Court, in 





3-30) 





holding that “candy” as used in an excise-tax provision included “sweet choco 
late.” explained that the provision had been “consistently enforced as construed,” 
was “reenacted by Congress” subsequent to such construction, and added: 

“Such a construction of a doubtful or ambiguous statute by officials charged 
with its administration will not be judicially disturbed except for reasons of 
weight, which this record does not present.’ 

It is immaterial whether the change in the statute upon reenactment covers 
the whole or only a part of the section. The same rule is applied even where 
there is a change of one word. In such cases, the courts hold that reenactment 
of the statute constitutes affirmation of the construction of the administrator 
as to the portion of the section that remains unchanged. The Supreme Court so 
held in United States v. Falk & Brother ((1907) 204 U.S. 148). The ease in 
volved an amendment to the Customs Act changing one word. When the goods 
in question were placed in a warehouse, the statute provided that they should 
be taxed upon the weight at the time of withdrawal. By the time they were 
withdrawn from storage, the word “withdrawal” had been changed to “entry.” 
In all other respects the section of the act remained unchanged. The Court 
discussed the amendment, saying (sec. 150): 

“A change was made, however—a change of one word—a change recommended 
by the Treasury Department to increase the revenues and give greater conveni- 
ence to the administration of the customs laws. The word ‘entry’ was substituted 
for the word ‘withdrawal’ and necessarily thereafter duties upon merchandise 
there provided for were to be based upon weight at the time of entry.” 

The Court noted that for several years, the customs regulations had provided 
for taxing goods at weight upon entry and that the Attorney General had so 
construed the statute. It felt that the practice of the executive officers gave 
emphasis to the construction and held (153): 
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“The Attorney General having construed the proviso * * * and this construc 
tion having been followed by the executive officers charged with the administra- 
tion of the law, Congress adopted the construction by the enactment of section 
33 of the act of 1897 and intended to make no other change than to require, as 
the basis of duty, the weight of the merchandise at the time of entry, instead 
of its weight at the time of its withdrawal from warehouse.” 

In Alaska Steamship Co. v. United States ( (1933) 290 U. S. 256), Mr. Justice 
Stone stated the attitude of the courts toward the construction of statutes by 
executive agencies, saying (262): 

“Courts are slow to disturb the settled administrative construction of a statute 
long and consistently adhered to * * That construction must be accepted and 
applied by the courts when, as in the present case, it has received congressional 
approval, implicit in the annual appropriations over a period of 35 years, the 
expenditure of which was effected by resort to the administrative practice, and 
in amendments by Congress to the statutes relating to transportation of destitute 
seamen without modification of that practice.” 

Dr. CuLtEN. We have heard much about the Cardiff case and much 
about the statement with reference to the President’s message to the 
Nation. Also, Mrs. Hobby’s statement. We all agree with that. 

We believe in factory inspection. A thorough investigation of 
plant is essential in order to protect the public health. We believe that 
it would be perfectly satisfactory for the inspector to enter a plant 
merely upon the presentation of credentials, but we must object to any 
effort that is made on the part of the inspector to secure what we con 
sider confidential and personal property which are the formulas, 
methods, and manufacturing processes, and the complaint files. These 
methods and processes and the formulas are the manufacturing know 
how and in many instances that is the manufacturer’s most important 
asset. We must see that that is protected. 

From 1933 to 1938 those who were working in an effort to produ i 
a Food, Drug, and Cosmetic Act that would afford the consuming 
public protection and at the same time protect the manufacturers’ 
rights though they had done a very excellent job in the preparation of 
section 704. The language that was included in there was considered 
at that time sufficiently inclusive to allow the inspector to get all the 
information that was essential, but at that time no one ae any idea of 
the interpretation that would be placed upon those words by the Food 
and Drug Administration and to the extent that they would attempt 
to go under the language of section 704. 

When Mrs. Hobby submitted the proposed amendment that is now 
the chairman’s bill, she made a statement to this effect, and I quote: 


We are content to leave to the United States courts the problem of saying 
how far the authority extends 


The word “authority” used in that statement refers to the inspector’s 
right to investigate. The question that comes up in our mind is that 
if this amendment is adopted as proposed and the committee report is 
not perfectly clear in the matter, does this mean that the court is going 
to legislate in a criminal case the extent of authority that the inspec tor 
has when he entered a plant 4 

When this amendment is adopted, if it is, factory inspection becomes 
compulsory. Section 301 (f) which prohibits, and I quote: 

Refusal to permit entry or inspection as authorized by section 704. 
That section is still in effect. We can readily realize what is meant 
by “refusal to permit entry.” We also know that the person that is re- 
sponsible for refusing that entry is subject to criminal prosecution 
under this act. But what we are wondering about is, “What interpreta- 
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tion is going to be put on that word “inspection” ¢ Does that mean 
when the inspector gets in the plant that he has the right to request 
from the owner of the plant confidential files such as the formula, 
methods, processes, of manufacture and complaint files ? 

We think not. We think that is confidential property and the manu 
facturer has his right to protect it. He should not be subject to crimi 
nal prosecution in an attempt to protect his property. 

We have heard of the fact there have been very few criminal prose 
cutions brought under the act thus far that might relate to this fac- 
tory inspection provision. But up to this pomt you have had the 
proposition where the manufacturer could say no. Now since he has 
got to allow the inspector to come in, if this amendment is adopted, 
then what is going to be the condition? Is he going to have to ovlve 
up everything he considers his sacred property in order to be free 
from criminal prosecution / 

The point is, we believe the language of section T04 is sufficiently 
broad. We believe that it would be perfectly satisfactory to enact any 
one of these bills that are pending before you at the present time, 
even to inspect the prese ntation of credentials. We do not consider 
that the language of the bill as it stands needs to be amended, but we 
believe the committee report should be so carefully written so that it 
is completely shown that the Congress by the enactment of this amend 
ment is not sanctioning or adopting the material that was included 
in the petition of certiorari in the Cardiff case. 

If the manufacturer is allowed the right to protect himself the way 
he was pre-Cardiff days, the manufacturers Proprietary Association 
is satisfied. We want that assurance when that man comes in and 
says, “I want your complaint file.” we can say “No.” If he wants to 
take us to court, we are ready to go. 

Thank you, gentlemen. 

The Cuamman. Are there any questions / 

Mr. Beamer. I just have 1 or 2 questions. 

You touched briefly on the criminal and civil prosecution. Do you 
feel most of these cases should be under civil instead of criminal prose 
cution? Is there a distinction in cases? 

Dr. Cutten. I think there would be. I am not an attorney. 

Mr. Beamer. I am not, either. 

Dr. Cutten. In my opinion, I think, as is provided in other sections 
of the Food and Drug Act, there are civil penalties provided ig? repe- 
titious violators and these tough boys and fringe operators Mr. Craw 
ford was talking about, these racketeers. 

Then I think there should be a pro\ ision that would carry on that 
and would allow them to have criminal statutes. 

Mr. Beamer. You might say for willful violators or repeaters ? 

Dr. Cutten. That is right. 

Mr. Beamer. How about the man who just fails to give information 
ona formula? Is that a criminal or civil case? 

Dr. Cutten. If I were sitting in a man’s position that has refused 
to give the information, I would like to be tried civilly. 

Mr. Beamer. So would I. I think perhaps the attorneys will listen 
to your statements. 

Do you think in listening to the evidence that has been presented 
by other witnesses that the prosecutions into the food and drug and 
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ihe proprietary med} ines is the result of unsanitary conditions ? 
You h ive had some € X pe rel ce on both sides of the fence. 

Dr. Cutten. You have to divide it in two classes. I think prob- 
ably under the drug section there would be more what the Food and 
Drug Administration would consider misbranding or mislabeling or 
fall ng below a st indard of strength. Whereas, on the other side, 
where you are dealing with foods, I think the sanitary conditions are 
far more important. 

In the warehouses where there are stored vegetables or crude drugs, 
leaves, barks, and herbs, there you do have the possibility of rat in- 
festation and insect infestation. That can be satisfactorily controlled 
by proper methods. 

[r. Beamer. I am wondering on which basis the prosecutions have 
been made. I mean most of them. 

Dr. Cutten. IT would say on the food side having to do with sani- 
tation. I think the Food and Drug Administration’s favorite ex- 
pression is “filthy, decon pos ed, aoe pl utrid.” 

Mr. Beamer. I am wondering, in your experience, how many cases 
have been uncont aelt 

Dr. Cutten. I think in the drug field there are very few contested 
cases, extremely few. 

Mr. Beamer. They just give up? 

Dr. Cutten. You have three procedures when a product has been 
seized. QOne is you can proces d to fight the case. 

Two, you ean take the goods under bond 8) relabeling with a label 
satisfactory to the Food and Drug Administration. 

Three, you ean allow the LOO ls to go by de fault and he clest royed, 

In the majority of instances, as was expressed by one of the men 
yesterday, the amount of goods involved, as a usual rule, is so small 
that it is not worthwhile to take the second procedure for bonding 
and relabeling. The first procedure is not followed in very many 
Cases. 

So the goods go by default and are destroyed. 

Mr. Beamer. Even though the manufacturer may feel he is per- 
fectly in the clear, that he has a good product, it is cheaper for him 
not to pore the case? 

Dr. Cutten. That is right. 

Mr. Be imer. I would like to ask a question that has repeatedly 
been il ske d. 

Would you see any objection to ask that the inspector leave a copy 
of his report with the manufacturer? 

Dr. Cutten. I would like to answer that from the standpoint of 
the drug industry. I cannot see where the report of the factory in- 
spection that is made by the inspector would do a drug m: anufacturer 
very much good, for this reason: The inspector can look at the equip- 
ment, look at the plant, and determine about the sanitation. 

If the plant manager is any type of a man at all, he knows that 
already. If the boss of the place is on the job, the place is already 
clean. 

So that the sanitary conditions, the conditions of the machinery 
that the men are working with is the main thing he could give him 
information on. 

Going back to the raw materials in the crude drugs, he might give 
some information there as to the conditions of the warehouses. 
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Mr. Beamer. That would be helpful. 

Dr. Cutten. That part would. I can see where a report to a food 
mi nuts cturer might be extremely import: int. 

Mr. Bre AMER. Sup pose the yse ize some of your propriet: uy prod icts 
the same as they would seize some food produc ts and have an: alyses 
made. Would your people like to have copies of such analyses, or 
would it be advantageous? Would it seem fair to you! 

Dr. Cutiten. I cannot see much use, so far as I am concerned, for 
a copy of the analysis, except in those instances where there might 
be a court case. That would be for the attorneys to decide as to 
whether or not the Food and Drug Administratron should 
up that much of their case in advance of the trial 

There is a provision of the law that provides that the Food and 
Drug Administration will provide the manufacturer whose goods 
have been seized a sample of the product with all the information as 
to the markings and whatever might be on that package. 

That provision goes further and states that the Food and Drug 
Administration will present to the producers or the distributors of 
fresh fruits and vegetables a report of their analyses, because the 
fresh fruit and vegetables would decompose and would not be avail 
able at the time of the trial. 

Mr. Beamer. May I carry this into a ape case ¢ 

Suppose your manufacturer had produced a certain product and 
had shipped it to various places and it was seize od over in X location. 
Ww ouldn’t your people like to know if there is something wrong so that 
they could recall the shipments that went to the other places ¢ 

I am trying to think of this asa matter of assistance, not as a matter 
of giving away some dreadful secrets. 

Dr. Cutten. I do not know of any of the proprietary products that 
do not have a code system on them to make the particular batch from 
which the product has been taken. 

Mr. Beamer. Suppose you do not know about it for 6 months or 3 
weeks or 2 weeks later when the charges are brought. 

Dr. CuLuen. If the product has been seized and the wholesale 
house has not notified the manufacturer as to the seizure of the prod- 
uct and the 30 days rolls around and the case is closed by the court 
and the goods are destroyed, there is a provision in the law which 
provides that a terminated case means that the Food and Drug Ad 
ministration can make multiple seizures, 

So there would be out taking the product off the market in that 
way. I cannot see where the information as to the analysis might do 
any good. 

Most of these cases involve misbranding. It is not the product. 

Mr. Bramer. One last question. I think you may have made 
reference to this. I quickly read your statement. I think you made 
reference that perhaps some of these suggestions could be provided 
in the committee report. 

Do you think that would be quite sufficient to protect you? 

Dr. CuLLen. We believe there are sufficient wordings in various 
supreme courts. Supreme court decisions with reference to amended 
sections of acts which would give a court, at a later date, the right to 
believe it you merely adopted this amendment, without any explana- 
tory statements at all, that you had accepted the Food and Drug Ad- 


give 
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ministration’s interpretation of section 704 as stated in the Cardiff 
case, 

But when the court looks for the intent of Congress, it is our under- 
standing there are two places they look. First, in your committee 
report. If your committee report is clear on that point, we believe 
that the manufacturer will be protected. 

Mr. Beamer. But that is a long time after the inspection has been 
made in the factory. I am trying to think if we can some way before 
it comes to court, which may involve months as this case coming to 
the Supreme Court—if we cannot do something to protect the man 
bel Whe ins pec ted. 

I will Say help him, rather than protect him. In other words, if 
we were writing in the report, we would have to wait until he comes 
to trial. If we write it in the law, there are certain specifications 
made by which the inspector will be operating and the factory that 
is being inspected likewise will know just about how much authority 
may be exerted. 

Dr. CuLLEN. Suppose that you do include some additional language 
in this inspection provision ws hich, in your opinion, at this time might 
limit or further restrict or might outline more clearly the inspector’s 
province. 

How do you know that 1 year from now the interpretations will 
be placed upon that particular language by the administration? 
Why not leave it with this simple language we have and something 
that we really know about ? 

The only thing I could say would be that if we would add anything 
to this language, it would be to merely broaden it in a way to instead 
of saying factory inspection would say “inspect the sanitary condi- 
tions of the building and the premises”; something to that effect. 
Broaden it in that way, but that does not change the meaning as we 
see it of the words in the bill already. 

Mr. Beamer. I am merely asking these two questions to clarify it 
before the committee and myself. 

I think all of us would like to preserve it very much in regard to 
these Government agencies. In order to do that I am wondering if 
perhaps the human element may be necessary to be controlled. I 
merely toss that out to you. 

Dr. CuLLEN. Let’s see about controlling the human element. Some- 
times the more words you give them to play around with, the more 
you broaden their power of extending their authority. 

Mr. Beamer. We have some definite convictions in our section of 
the country. We think too much authority may have been concen- 
trated here in Washington already. We think there are some good 
agencies back in the respective States. 

That is all I have, Mr. Chairman. 

The CHarmman. Mr. Bennett. 

Mr. Bennett. Doctor, yesterday the Commissioner of the Food and 
Drug Administration testified that in his opinion, in order to prop- 
erly administer section 704, if I understood him correctly, it was neces- 
sary that his agency have the right to inspect secret formulas, proc- 
esses, and the know-how. What is your comment on that? 

Dr. Cutten. We do not agree with that. Section 704 does not give 
them that authority. 

Mr. Bennett. He says it does. 
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Dr. Cutten. He bases his opinion, I believe, on the same thing 
that Mr. Horton in a statement to the Proprietary Association se veral 
years ago did where he went into section 301 (}) which is supposed 
to prohibit an inspector from revealing information that he secures 
during the course of an inspection. 

The list of people he can reveal it to, however, is quite broad, 
including the court. 

This section 301 (j) uses the words “methods and processes.” He 
cannot reveal those methods and processes. 

Based upon that, the Food and Drug Administration has contended 
that those words incorporated in there meant that Congress intended 
they had the right to get that information from the manufacturer. 

Otherwise, why would they be restricted . revealing it? 1 think 
Congress was wise in their decision in that because it “is practically 
impossible for an alert inspector to go through a plant and sometime 
not pick up something that may be of a confidential or secret nature 
as he is making his investigation, 

I do not believe that it had any intention of meaning that the Food 
and Drug Administration could walk into a plant and say, “Let me 
see your processes and methods and formulas.” 

Something about giving up your rights has been stated. The 
manufacturers of food and drugs started to give up their rights in 
this field shortly after the passage of the 1906 act under which there 
was no authority for factory inspection. 

But the inspectors at that time were told to go into the plant and 
vet everything they could that would be of value to the Administra- 
tion in evaluating the products that came out of that plant. 

Those instructions have never been changed and they have been 
amplified since 1938 when the act was put into effect. This factory 
inspection to the Food and Drug people is more or less of a secondary 
nature, even though it has not had the sanction people think it has. 

Mr. Bennerr. The thing that puzzles me is so many of the witnesses 
testify, in relation to this section, that its language is perfectly clear 
and understandable, yet we find there is a sharp difference of opinion 
on the part of the F ood and Drug Administration and the industry 
generally as to what it means. 

To me it is strange that language giving this authority can be so 
simple and clear and yet be susceptible to two diametrically opposed 
interpretations by responsible people. 

Dr. CutLen. If you will take a look at section ar it provides for 
inspection of the pl: int warehouse velhic i. Then it goes on to the 
inspection of all pertinent equipment, finished des unfinis hed mate- 
rials, labeling and cartons contained therein. 

If you can, by any stretch of the imagination, see where that type 
of language would give you authority to go in and ask for the per- 
sonnel files so you could look up and see whether you think the chief 
chemist was qualified to do his job, or many of these other things that 
are in here—if the Food and Drug Administration comes in and makes 
the inspection of the factory or warehouse as it has indicated, that 
will include your sanitary conditions. It will include the sanitary 
conditions of the equipment. It will include knowing what is going 
on in that plant so far as the raw-material sources are concerned. 

It is clear if you want to use the language that is there and apply 
reasonable, common ordinary horsesense and judgment to it. 
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If you want to stretch it over the lot, that makes a difference. That 
is where the difference of opinion is. 

Mr. Bennetr. The primary duty of the Food and Drug Adminis- 
tration is to go in, and in the case of food, determine whether it is 
unsafe or unfit for human consumption. 

I can see where this language “pertinent equipment,” “finished and 
unfinished supplies that are on hand,” could perhaps be stretched to 
fit the particular situation in order to accommodate the investigation 
and get at the end result. 

Namely, is the product fit, clean, and safe ? 

This kind of language troubles me. I think when you give a right of 
x a a compulsor V right which I believe ought to be granted, 
that by the same token you owe a duty to the people whose property 
rights are going to be trespassed on to protect them by defining in 
pretty clear-cut language that everybody can understand what the 
inspection shall consist of. 

1 do not see how you have any more difficulty — it into the act 
than you would trying to agree on what kind of language you are 
going to put in the report. 

Dr. Cutten. The language that would go into the report would not 
be spelling out the extent of the inspector's authority. 

The language we are speaking about in the report would be to make 
sure that the intent of Congress is shown that you are not adopting 
this Cardiff paragraph. 

Mr. Bennertr. Are you talking about the scope of the inspector’s 
authority? That is what this section deals with. 

Dr. Cutten. The thing is if you want to broaden that, what can you 
broaden it along? You can talk about the sanitar Vv condition ns of the 
building, the pertinent equipment used in manufacturing and pack- 
aging and storing the product, the methods of cleaning the equipment 
between batches, the raw materials, the finished products, the coding 
system, the labeling and cartons and the methods for quarantining 
the product during the time we are waiting for clearance by the con- 
trol laboratories. 

That is spelling out what is already in the act and I think it is under- 
stood by most manufacturers in the drug field. 

I am not speaking for the drug field, however. 

Mr. Bennerr. Do you feel that adding the word “reasonable” in 
this section would help it any? That is, that the inspection be rea- 
sonable ? 

Dr. Cutten. I don’t think it would. 

Mr. Bennett. Do you think adding language to the effect that the 
inspection should be pe rtinent to the end result would help? 

You have language in there with respect to pertinent equipment. 
Do you think language stating that the inspection itself shall be per- 
tinent to the intent of the ar uthority given would help ? 

Dr. Cutten. I think any type of inspection they would direct. from 
their station oftices would be considered pe rtinent. 

Mr. Bennerr. Then their authority is unlimited. Do you mean 
that ? 

Dr. CuLuEN. Yes. 

Mr. Bennett. Then there is no limit on it? 
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Dr. Cutten. Any type of inspection they would direct from a sta- 
tion office they would consider pertinent or they would not have in- 
structed the inspector to make it in the first place. 

Mr. Bennerr. I am not talking about what they consider pertinent. 
I am talking about putting in the law that their authority is confined 
to what is pertinent to the end result. 

Dr. Cutten. I think we come back to the same point. You say the 
inspection must be pertinent to the end result. The Inspection that 
is directed by the station chief is considered by him as pertinent to 
what he is looking for. to what he is working on, what he is doing. 
That is going to be pertinent to him. 

Mr. Bennerr. Either I do not understand you, or you do not 
understand me, or both. I mean writing in the section language 
that does not give the inspector unlimited discretion as to what is 
pertinent, but language which says his inspection shall be pertinent 
to the inquiry that is being made. 

In other words, he could not go into the man’s private safe and 
take out his birth certificate and look at that. That would not be 
pertinent to find out whether a package of raisins was contaminated 
or not. 

Dr. Cutten. What might be more pertinent along that line would 
be if a written notice is adopted, as 1s provided for in the chairman’s 
bill set out in that written notice the thing he is supposed to inspect 
when he goes into the plant. 

I feel sure that if the language is left as it is in section 704 they 
will not include in that list of things that must be secured by the 
inspector information concerning the personnel files nor the formulas 
and the complaint files. 

Mr. Bennett. Those things are not pertinent to the subject matter 
of the inquiry, are they ¢ 

Dr. Cutten. The Food and Drug Administration says “Yes.” 

Mr. Crawford says yes, they are pertinent. 

Mr. Bennetr. He said they were necessary. I think there is quite 
a difference there. He wants the authority because he says it is 
necessary to carry out the functions that this law gives him to 
perform. 

How are you coing to limit his authority ? 

Dr. Cutten. I don’t know. 

Mr. Bennerr. I do not think you can do it by writing something 
in a report. What would you suggest be written in the committee 
report ¢ 

Dr. Cutten. I am very sure that our counsel will be very glad to 
sit in with Mr. Borchard and help him write proper language to 
cover those points. 

The Cuarrman. Mr. O'Hara. 

Mr. O'Hara. You will admit this may be a simple amendment, 
but it simply opens the doors wide on section 704 for unlimited 
inspections of any kind ¢ 

Dr. Cutten. It not only opens the doors wide, but it makes it 
compulsory, whereas, before you could say “No.” 

Mr. O’Hara. I assume you are interested, during the work that 
went on for 5 years, in writing the 1939 act? Is that correct? 

Dr. Cutten. That is right. 
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Mr. O'Hara. There was not any question that as plainly as possi- 
ble Congress spelled out in section 704 that permission was required 
of the owner, operator, or whoever it may have been, to allow the 
inspection to be made? 

Dr. Cutten. As I remember much of the argument that led up 
to the inclusion of the permission requirement which was brought 
about by certain constitutional lawyers in Congress that decided if 
you have a compulsion set up the way it was proposed, that it would 
probably be in violation of the Constitution. 

So they made it a voluntary basis rather than on the basis of 
compulsion. 

Mr. O'Hara. Then section 301 is that he be criminally prosecuted ? 
Is that true / 

Dr. Cutten. That is true. 

Mr. O'Hara. They first insisted upon permission and then said 
if you do not give it, you get prosecuted, which to me is still an 
anomaly in my way of thinking. 

The Supreme Court has said so. 

Dr. Cutten. Probably certain of the attorneys were not on the 
job on that particular moment. 

Mr. O’Hara. And you state at page 10 that Mrs. Hobby, in he 
letter, said: 

We are content to leave to the United States courts the problems of saying 
how far the authority extends. 

That may be dandy for the lawyers, but it is not going to be very 
comforting to a lot of people who may not have too much money to 
hire lawyers. 

I want to see the lawyers kept busy, too, but I think Congress owes 
a duty to say after you give them a carte blanche search warrant 
authority to say what they are entitled saad what they are not entitled 
tosee. Do you feel that way? 

Dr. CuLLeNn. Yes. 

Mr. O'Hara. I meant to ask Mr. Crawford this: Mr. Crawford, 
you spoke yesterday of an inspection list when these inspectors go 
in, a checklist. Do you have one of those checklists here? 

If you do not have one, could we have one for the purpose of the 
record ¢ 

Mr. Crawrorp. I have one here. 

Mr. Beamer. Is there more than one check list, or is this a uniform 
one used for all types? 

Mr. Crawrorp. You cannot use the same one for all types of 
inspections. 

Here is the list, Mr. O’Hara. 

Mr. O’Hara. If there are other types, perhaps we would be inter- 
ested in having them. 

Do you have different forms of lists ? 

Mr. Crawrorp. That is the first one we have put out . That has been 
in response to a demand. 

We were planning, in response to a demand from the canned-tomato 
industry, to get one out for this coming season along that same line. 

Mr. O’Hara. That is what is known as the grain- -elevator check list 
dated April 8, 1952? 

Mr. Crawrorp. That is right. 
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Mr. O'Hara. There are 314 pages of printed instructions; is that 
right? 

Mr. Crawrorp. That is what the inspector fills out and gives a copy 
to the elevator. 

Mr. O Hara. Then there is a check list for elevators handling food 
grains and there are about 9 pages with about 10 different items on 
each page of things th: at the inspector checks; is that it ¢ 

Mr. Crawrorp. That is right. 

Mr. O'Hara. What about a food factory, or a drug or cosmetic 
factory ¢ 

Mr. Crawrorp. It depends on what that factory is and the nature 
of the products being produced, You may have some that are very 
simple and others that would be very complex. That is, if you want 
a list of that type to cover all of the probable elements that are likely 
to be important. 

Mr. O'Hara. What I am trying to get at is do you have a separate 
check list for each type of est: ablishment ? 

Mr. Crawrorp. There would be some for which you could not writ 
a check list. You would have to make a special one up on the moment 
for it. 

Mr. O’Hara. I think it would be well to have this made a part of 
the record. 

The Cuairrman. Very well. 

(The material referred to follows :) 


GRAIN ELEVATOR CHECK LIST FOR THE SANITARY HANDLING OF GRAIN 


(Prepared jointly by the United States Food and Drug Administration of Fed 
eral Security Agency and the Sanitation Committee of the Grain and Feed 
Dealers National Association, in consultation with the Bureau of Entomology 
and Plant Quarantine of United States Department of Agriculture and the 
Fish and Wildlife Service of United States Department of Interior) 


Grain is food. Keep it clean. 

The Federal Food, Drug, and Cosmetic Act, among other things, requires 
foods, including our food grains, to be clean, and to be stored under conditions 
which protect them from filth. In the case of food grains, this means protec- 
tion from insects, rodents and birds, and any other sources of contamination. 

This leaflet tells elevator operators some of the most important sources of 
contamination and how they may be eliminated. 

Final responsibility, of course, remains with the operator, and compliance 
with these suggestions will not necessarily mean that all avenues of contami 
nation have been eliminated. Operators should, therefore, be alert for any 
other sources of filth. 

Here is what to do: 

1. Keep the rats and mice out. Depending upon the present condition of your 
elevator, this may involve: 

(a) A poisoning and trapping program to eliminate all rodents already pres 
ent. Check from dump and elevator boot pits and tunnel to henhouse, outside 
and ins'de. 

(b) Filling and closing of rodent tunnels under foundations: flashing or oth- 
erwise permanently closing rat and mouse holes in bins; construction of rodent- 
proof covers for any horizontal screw conveyors or other equipment accessible 
to rodents from the outside. 

(¢) Clean up of nearby rodent harborages such as grain refuse piles, trash 
dumps, lumber or woodpiles, ete., which may serve as a source of rodent popu 
lation in the elevator. Mixed feed or other warehouse storage may also con 
stitute a rat or mouse harborage, and must be cleaned up and rodent-proofed at 
the same time. Pile grain doors on supports at least 14 inches off the ground. 

(¢d) Remove all unused and discarded pieces of equipment, old bags, ete. 

(e) Regular inspection of the elevator premises for evidence of reinfestation, 
and location and correction of the source where such evidence is found. 
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Rats and mice contaminate grain with excreta pellets, urine, and hairs. This 
contamination cannot be completely removed. It must be prevented. 
2. K p the insects out. ° 
(a) Make sure an empty bi ipletely free of old grain, dust, or other 
residue which may have become insect infested before you put clean grain 
inte This is much easier if 


(1) Walls are reasonably smooth and free of cracks, ledges, or insect 











tunneling where old grain remains when the bin is emptied. 

(2) Bins have hopper-type self-emptying bottoms. If the bin contains 
edges, cracks, or other grain tray n or on which old and possibly infested 
grain accumulates, eli ite these insofar as possible by repair or new 
eonstructior If they cannot be elin ited in this way, or if the bin has a 
fat bottom, the next b it sa thorouch cleaning of the bin each time 

s emptied, by sweeping, vacuu cleaning, or other steps necessary to 
remove all of th rain 

If this is not done he residue whieh remains may become infested and 
Sel te fest every subsequent lot of grain which passes throuch the bin. 
It is these pockets of old n which continue to spread the infestation. 

(b) M eg e your ete itor boots evs, and heads, and horizontal conveyors 
and spouting are free from infested grain residues. Bear in mind that a small 
amount of insect-infested grain in grain-handling equipment can start infes- 
tation in a Jot of clean grair Infestation started in this manner may ruin the 
clean grain if mixed with other grain and may result in loss of many hundreds 
( nt ds « bus! S 

EK for pparent ele rain is handled evator boots and other equip 
I v s not comple self-emptying should be cleaned at least every 2 
weeks 

(c) Keep your gallery and headhouse floors, catwalks over bins, flat space under 
the « es around edges of bin ru iY members, and other flat surfaces near 
the I the elevate free from old iin and dust residues. Such residues 
ofte! CO nfested, and infestation can readily spread from these points into 
the ns. By all means do not sweep old grain residues from these points into 

(7) Practice ordinary good u eping Do not permit old grain residues 
to ace uate anvwhere t] evator or on the nearby premises, even though 


not in direct contact with stored grain or grain - moving equipment 








Insects « land fly, and if they are present in grain residues, in or around 
the e'evator, vou may be ire they will find their w nto stored grain 

Make freanent neriodic ¢] of ur grain in storage, at least every 

2 weeks in warm weather and once a month in cold weather, to make sure no 

live infestation has appeared. Bin inspections should be carried out on a definite 

schedule Do not depend upon heating of the grain to brine this to vour attention. 

Oy the grain hesb in to heat because of infestation, it is probably very heavily 
contaminated Whenever anv live infestation is discovered, fumigate. 

Keep the birds out If the windows or other openings in the elevator must 

be open for ventilation, cover them with hardware cloth, to exclude birds. Bird 


contamination is j1st as repulsive as insect or rodent contamination 


4. Do not directly contaminate clean grain by adding contaminated grain to it. 





Grain tha ~ nfit for food use ¢a ot he made f by diluting the contamination 
with clean grain. A great deal of contamination eccurs in farm storave. Grain 


which is so obviously contaminated as to be unfit for food use should not be put 
into a bin centaining foor rair 

The second phase of the Administration’s program will deal with filthy grain 
whether or not the elevator shinping the grain was in an instanitary condition. 
Elevator operators should ant ip te this second nhase by be ming familiar with 


methods of examining incoming grain and applying these tests to incoming grain 





Elevator operators can examine wheat for rat and mouse pellets, fer live or 


dead insects, and for kernels with weevil exit holes, without any special training 
or eqninment If live insects are found in incoming grain. the grain shou'd be 
ed The wheat should then be carefully watched for at least a week in 
warm weather, and longer in cool weather, to make sure that the fumigation 
was effective If no live insects appear, the grain may be examined for insect 
evit holes and rodent pellets to determine whether it may be binned as food grain 
(if this grain were dumped into a bin of clean grain, even for animal feed, any 
insects which may have escaped the fumigation will develop and damage the 
clean grain). 
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Information concerning methods for the field examination of grain for insect 
exit holes and for rat and mouse pellets are being distributed in a se 
bulletin. 

The first phase of the beginning program of the Food and Drug Administration 
will be aimed primarily at the insanitary storage conditions which result in 


grain contamination and at grain which is infested with live insects or which is 
so obviously insect damaged or rodent contaminated that any prudent elevator 
operator or miller could ascertain its condition by a simple, careful examin 
of the grain But elevator operators are expected to become acute ( 
of the filth problem in grain and to let farmers know that they should ke 
precautions to prevent contamination. The ultimate goal is clean grain—grain 
essentially free from internal insects, rodent and bird contamination, and other 
filth 
‘. The accompanying checklist should bring your attention to sources of con- 
tamination in your elevator. You may use it as a guide in setting up a continuing 
Sanitation program, 
Date 
Name of firm 
DORIC OF TUR ect itn tate eceuntiu ee 
CHECKLIST FOR ELEVATORS HANDLING FOOD GRAINS 
I. Construction :? YES NO 
(a) Bins or house covered and sufficiently tight for good 
fumigation 
(b) Bin walls reasonably free from cracks, insect tunneling, 
or ledges where insects may live or where old grain 
may accumulate and become infested 
(ec) Bin hoppers self-emptying, or if not, bin floors accessible 
for inspection and cleaning 
(d) Elevators, including boots, legs and heads, and con 
veyors and spouting accessible for inspection and 
cleaning. 
(e) Headhouse and gallery floors, catwalks, eaves, ma 
chinery housings, and framing members or other 
ledges at top of elevator accessible for removal of 
grain and dust residues which may become infested. Jur... W---. = 
(f) Windows screened to exclude birds. 
Care Meee ne ie me DD ets eee 
(h) Conveying and cleaning equipment rodent proof or in 
a location inaccessible to rodents. 
(i) Adequate measures taken to protect grain dump pits 
from rodent entry 
(j) Construction otherwise adequate to exclude rodents 
and adequate in other respects. 
Remarks: 
II. Present condition: 
(@) Grain in bins free from live infestation and evidence of 
active rodent or bird contamination 
. (b) Empty bins clean—free from grain, dust, or other resi- 


dues and insects in cracks, on ledges, in bin hoppers 





etc. 

(c) Headhouse and gallery floor, catwalks, eaves, and ma 
chinery housings and framing members or other ledges 
at top of elevator tree from msects and grain and dust 
accumulations or other insect harborages. 

(ad) Elevator legs, boots and heads, including tunnel or pit, 
and horizontal conveyors, spouting and grain-cleaning 
equipment free from insects and accumulations of old 

grain and dust 


fhe construction items herein indicate only the relative ease or dif 
ficulty with which the elevator is zoing to he e to ] tect its grain 
from contamination Action v tl Food ar Dr Ad nistrati will 
not result 0 | r cons the fe es 1 f ther 
rodent, or bird problem, or other 1 f cont t vit 


34455 
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II. 


III. 


he 


Present condition—Continued YES NO 
(e) Elevator premises free from old grain residues or other 

harborages. ponicsn cit hc eaaineetss 
Remarks: ---- os ile A Mabe coe Sanaa 


(f) Entire elevator free of evidence of rodent traffic. 
(1) Grain dump pit Ty at 
(2) Elevator boot, pit and/or tunnel neh (iamienics. | peetnacteae 
(3) Empty bins ae a ai aw ee 
(4) Headhouse and gallery le = os : ectidiieitas axetniede” amanda 
(5) Feed mill ‘saw "a: ee whe gg EES 
(6) Warehouse ncaa hahaa Giaaeandeed 
(7) Exterior of premises_- ; : ie ‘ a 
(8) Other _ : 7 

Remarks: ~_- 3 an 


(g) Entire elevator free of other sources of grain contam- 
ination, including bird 
Remarks : ~_- 


rogram: 

(a) Inspection of incoming and outgoing grain for con- 
tamination 

(b) Frequent periodic sampling and examination of grain 
in storage for live infestation (every 2 weeks during 
warm weather, every month in cold weather.) 

(c) Immediate fumigation if live infestation is found. 

(d) Thorough cleaning of empty bins before refilling if bins 
not completely self-emptying. 

(e) At least biweekly clean-out of boots, conveyors, etc., and 
removal of grain and dust from floers and ledges. 

(f) Weekly check of entire elevator for grain refuse or other 
debris which might serve as insect or rodent har- 
borage. 

(g) Weekly check of both exterior and interior including 
feed mill and warehouse, for evidence of rodent traflic. —— 

(h) Location and elimination of source if any evidence of 
rodents found. 

(i) Adequate handling of infested grain and cleanings to 
prevent spread of live infestation. 

(j) Inspection of boxcars for infestation or possibly infested 
grain residues before loading 

(k) Periodic check of entire elevator for any other avenues 
of contamination. 

Remarks: —~_--- 


Mr. Youncer. I still do not think there is a meeting of the minds 
re. 
You asked him if checklists already are prepared. He said that 


some of them would have to be prepared. 


Do you have other checklists now mimeographed that you give to 


the inspectors ? 


Mr. Crawrorp. This is the only one we have prepared so far. We 


are planning on preparing one for the tomato industry. There has 


been no demand for this sort of thing. This was called for by the 
grain industry. 
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Mr. Youncer. Your answer did not mean what you really said? 

Mr. Crawrorp. Thank you. 

Mr. O'Hara. Dr. Cullen, you recognize that with the proposed 
change in the three bills that are be fore us you do have an entirely dif- 
ferent situation where the right of refusal has been taken aw: Ly from the 
owner: is that right ? 

Dr. ben jan: That is right. 

Mr. O'Hara. It is not clear in my mind. Would you mind telling 
me whether you think that the inspector who goes in ‘should therefore 
be limited as to what he m: ay look for ? 

In other words, you do not feel he has any right to look into the 
processes or the formulas or the complaint files, or anything which is 
not pertinent to sanitation of this establishment ? 

Dr. Cutten. In a factory a manufacturer may have a dozen 
formulas. Out of those he would as soon let the inspector look at 
all of them but possibly one. He has one that he wants to keep. 

If you go into a soup plant, they have recipes for different types. 


This same thing holdstrue. We believe the manufacturer should have 
the right to protect that particular one and say “No,” if the inspector 


asked him for it. 

It may seem a little out of order in a way, but here is the point: 
The members of the Proprietary Association have always felt safe if 
they could keep the door to the courthouse open, and they think that is 
what this will do in setting up in this report the proper type of intent 
of Congress and pull this thing back deers again and point out that 
the inspection covers the things that are now listed in section 704 and 
not this hodgepodge list that is covered in the Cardiff certiorari 
petition. 

Mr. O’Hara. The difficulty is you have more confidence in reports, 
and I would have more confidence if it were in the legislation itself. 
I feel virtually it is a lot stronger to write into the report certain things, 
but certain things should be in legislation itself if you want to really 
safeguard it. 

I noticed in the statement of Mr. Crawford yesterday that he gave 
several types of violations. I think all of them were food items, with 
the exception of the horsemeat case, which was a misbranding. 

The others appear to me to be all questions of sanitation. You 
heard his report read, and I assume you read his statement yesterday. 

Is my view on that correct, or not? Those were all cases involving 
the question of sanitation ? 

Dr. Cutten. Apologizing to the food people that are present, when 
the Food and Drug Administration starts discussion with reference 
to the Federal Food and Drug Act, the necessity for certain things 
to be done under that particular act, the things that they bring out as 
a general rule are the pictures that show the rat infestation, the 
cobwebs, and so forth, they find in certain fringe areas of food pro- 
ducers. 

You find very few they will bring out that show in the drug field. 

Mr. O’Hara. My point was, of the types that Mr. Craw ford brought 
out in his statement yesterday they all involve sanitation as I viewed 
them. Is that correct? 

Dr. Cutten. As I remember it, yes. 
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The CHamman. We have just heard a call from the House. It 
brings to me the same type of disappointment that I had a week or 
more ago when the Kentucky Derby was being run. 1 have been 
watel he the clock fora halt an hour, fearful that the bell would ring 
before we got to the finish line. 

Now I find we are at the finish line and we have not finished, #0 I 
have the same disappon tment that those had who had confidence 
in Native Dancer at the Kentucky Derby. We are washed out. I am 
sorry. I do not know what to do under the circumstances. I am per- 
fectly willing to come back as soon as we have answered our names 
and finish with the rest of the witnesses. 

One gentleman has to catch a train at 6:50 and Mr. Fraser is still 
here. Iam anxious to close the hearings today. 

I will endeavor to get some members to return and sit until we have 
finished this afternoon. 

We will take about 20 minutes to answer the rolleall. I hope some 
members will find it convenient to come back. 

(A short recess was taken.) 

Mr. Dotuiver (presiding). Mr. Wolverton, the chairman of the 
committee, suggested that I come here and we begin the proceedings 
pending his arrival. 

Is Mr. Bedford here? 

(No response. ) 

Mr. Dotutver. Is Mr. Bison here? 


STATEMENT OF HENRY BISON, JR., ATTORNEY, WASHINGTON, 
D. C., REPRESENTING THE NATIONAL ASSOCIATION OF RETAIL 
GROCERS 


Mr. Bison. My name is Henry Bison, Jr. I am a practicing attor- 
ney with offices in the Dupont Circle Building, Washington, D. C. 

I appear here today as a representative of the National Association 
of Retail Grocers. 

This association has its national headquarters at 360 North Michigan 
Avenue, Chicago, Il. 

It has active members comprised of 63,000 independent retail gro- 
cers. Affiliated with it are 363 local associations and 42 Stat associa- 
tions. 

The association represents both large and small grocers. The ma- 
jority have annual sales of $100,000 to $350,000. 

The position of this association on amending the Federal Food, 
Drug, and Cosmetic Act to provide compulsory factory inspection 
is clear. 

Last February the board of directors of the association met in 
Chicago and adopted a resolution placing itself on record as— 
supporting the legislation to restore the enforcibility of factory inspection under 
the Federal Food, Drug, and Cosmetic Act. 

I should emphasize at this point that this association has always 
supported laws that are necessary to preserve the high quality of food 
products. 

In fact, one of the purposes for which the National Association of 
Retail Grocers was founded 60 years ago was to support the enactment 
and enforcement of uniform food laws to insure purity of all food 
products. 
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Since that time, the association has never deviated from that prin- 
ciple. Its desire, and the desire of independent grocers, is to protect 
the consumer against unwholesome, adulterated, and falsely labeled 
food products at all times 

Retail grocers are the last line in the chain of distribution between 
producer and consumer. The grocer is the first, last, and only contact 
that the average consumer has with our food-distribution process. 
And independent stores are operated in a manner to encourage a close 
and friendly relation with each customer. 

Hence, you can see the reason why this association hi as continually 
supported laws that are necessary to protect consumers against harm- 
ful and deleterious foods and food products. 

Such protection necessarily requires factory inspection, for effective 
enforcement of the law begins where food products and drugs are 
processed. 

If factory inspection is prevented and quantities of dangerous food 
or drugs are allowed to go out into the stream of commerce, then it 
becomes virtually impossible to stop it from reaching unsuspecting 
consumers. And in many cases harmful ingredients cannot be de- 
tected in the finished product, even under a microscope. 

For this reason, the holding of the Supreme Court in United States 
versus Cardiff that section 301 (f), when read with section 704 of the 
Federal Food, Drug and Cosmetic Act, is so vague and confusing as to 
prohibit making the act of refusing to permit entry and inspection 
punishable as a misdemeanor produces a serious situation. 

The vast majority will willingly grant permission to inspect their 
plants, but a few will not. And a great deal of the time these few are 
precisely those against whom compulsory process is necessary. 

At present, the Food and Drug Administration is forced to rely on 
inspection on a voluntary basis. If permission must be obtained be- 
fore an inspector enters a plant, then it can be safely assumed that 
safeguarding the purity of food and drugs is going to be made very 
difficult. 

This raises an issue which I should like to call to the committee’s 
attention. 

The Congress is now searching for ways to cut Government expense. 
The association which I represent here tod: ay supports this effort fully. 
It commends the Members of Congress for the efforts the “y are making 
to give much needed relief to the taxpayers of the Nation. 

With respect to the issue before the committee, it should be obvious 
that the most efficient and economical way to protect consumers 
against harmful and fraudulent food and drug products is by inspee- 
tion of plants where these products are made. In this way the evil 
can be corrected at its inception. 

If, on the other hand, factory inspection can be denied, or delayed 
until evidence of violations is removed, then a far greater number 
of inspectors and much larger expenditures will be needed to provide 
even minimum protection. 

Independent grocers, represented by the National Association of 
Retail Grocers, believe that it is in the interest of public health to 
place in the law a provision requiring plant owners to admit Food 
and Drug Administration inspectors. If this is done, consumers can 
receive the protection they deserve and at less cost. 
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This Nation is now noted for having the highest quality food prod- 
ucts in the world. Independent grocers, both large and small, sell 
these products, and they do not wish to see any breakdown in the law 
whic hn endangers this high standard. 

Before I close my statement, I should like to point out the possibility 
of an ambiguity in the amendment to the law recommended by Mrs. 
Secretary Hobby. This proposal is that the words “after first giv- 
ing written notice to” be inserted in section 704 in place of the words 

“after first making request and obtaining permission of.’ 

Apparently the Secretary and her sté aff believe that this change in 
section 704 will authorize inspec tors to enter factories immediately 
after presenting a notice to the owner, operator, or custodian of : 
plant. , 

This may well be the effect of the proposed amendment, but I should 
like to point out that the language used does not entirely dispose of 
the possibility of the courts holding that the notice must be given rea- 
sonably in advance of entering the pl: int. Notice, it may be conte nded, 
means “fair and effective notice” as a condition precedent to entering 
the ] ylant. 

I . ill admit that this interpretation seems strained and perhaps it 
is unlikely that the courts will adopt it. 

However, I suggest the following language as being somewhat 
clearer in intent: that section 704 be amended to read as follows: 

For purposes of enforcement of this Act, officers or employees duly designated 
by the Administrator, after f iret giving written notice to the owner, operator, or 
custodian thereof, are immedi: ae authorized (1) to enter, at reasonable times, 
any factory, warehouse, or establishment in which food, drugs, or cosmetics are 
manufactured, processed, packed, or held, for introduction into interstate com- 
merce or are held after such introduction, or to enter any vehicle being used to 
transport or hold such food, drugs, devises, or cosmetics in interstate commerce ; 
and (2) to inspect, at reasonable times, such factory, warehouse, establishment, 
or vehicle and all pertinent equipment, finished and unfinished materials, con- 
tainers, and labeling therein 

The Cyarro in. Thank you very much. 

Are there any questions ¢ 

Is Mr. Harrop present ? 

Mr. Bedford present? 

Then, Mr. Fraser, we will hear you. 


STATEMENT OF SAMUEL FRASER, EXECUTIVE VICE PRESIDENT, 
INTERNATIONAL APPLE ASSOCIATION, WASHINGTON, D. C. 


Mr. Fraser. I will just make a few remarks, Mr. Chairman. 

I am speaking on behalf of fruits and vegetables. At one time I 
represented all horticultural societies in previous legislation. I have 
not contacted them this time. I am speaking on behalf of the Inter- 
national Apple Association. 

The industry represents about $714 billion in fresh fruits and about 
$3 billion processed and grown on about a million and a half farms. 

Our problem has come from the relationship with the Food and 
Drug Administration in connection with such problems as sprays and 
residue. We have worked it out in a manner through the cooperation 
of Federal and State agencies. 

We would like to see that maintained so that we may get clearance 
and inspection. We hope that we may keep the relationship which 
has been maintained. 
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In connection with the fill of container, as well as with spray resi- 
due, we are in touch with Food and Drug. My understanding is that 
in connection with inspection before the goods move from the farm 
or in the States, the only way was to get State cooperation on inspec- 
tion. 

That was one of the problems which has always confronted us. It 
was one of the problems which led us to write the requirement of 
getting the authority from the person involved in section 704, and 
the matter was referred to several le: ading men on the committee at 
that time, Senators McNary, Bailey, Overton, and they got through 
the idea that if we got the inspection we would overcome the question 
of constitutionality. 

That took us considerable time. Evidently it has reached a point 
where it is an impasse. We hope to keep it. 

The question is how to amend and kee P it. 

But we have to have inspection because it is essential that we main- 
tain the contact of our industry with the public. We hope to main- 
tain the fullest confidence which can possibly be developed on the 
part of the public as to our commodity. 

We do not want anything unfavorable in that respect. 

So we appear here in favor of the inspection, but as to whether this 
is the best way to get it is the only question in our mind, and whether 
the proposed amendments will get it the way we hope it may be. 

That is my point, Mr. Chairman. 

In connection with the manner of handling, we have various com- 
plaints from various States as to the matter of entry. 

Personally, our contacts are excellent with Dr. Crawford, and Wat- 
son Miller, who has been in authority. We have excellent cooperation. 

The question now is that these inspectors are the contact of the 
Department with the public and with our members. If they can be 
schooled that they are representing the Department, and that they 
have the responsibility and they can be used as an educational feature 
and not solely as a punishment, but aid in building up the morale of 
the industry and of the men, then I think we have achieved what we 
hope to have achieved in the legislation. 

We would like the report to show, if we may participate in it, 
that that would be helpful in promoting public relations. Those are 
important features. 

I will file on behalf of Michigan the request that when an inspector 
comes in he shall go to the man, he shall come in in a proper manner, he 
shall leave through the office. 

Furthermore, that they would be benefited by a report on what he 
finds. 

Those are the things I would like to suggest. 

Any time we can work on the problem, we would like to do so, 
especially on the report or any amendments, 

The definition of industry and commerce in this is quite distinct 
from the Stockyard and Packers Act, which was referred to by Mr. 
Dunn. 

We would repeal section 704. There is a question as to constitu- 
tionality. I see Mr. Dunn raised the question again as to the possible 
constitutionality of 704 and its relationship. 

We do not like lawsuits. We do not like the upsetting which we 
are going through today due to this decision. We have worked for 
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a decade to try to bring the industry into working relations and a 
good position and now we have an upset which is rather difficult to 
meet. So from an administrative angle, we would like to get law. 
We do not want Mrs. Hobby’s idea that the court will settle what you 


are going todo. We want the law written so that we can know clearly 
what we can do and how far we may go, and Food and Drug has 


control of the fill of container, spray residue, and all matters of that 
type. 

It is a very important matter to our fruit and vegetable industry 
ecause we have a group who use the sprays to a greater degree and 
if we do not spray, we have most of the quarter of a million types of 
bugs. We have to control them. That means manners of spray and 
it may mean residue and it may mean taking the residue off. 

We want to know clearly what we have to strive for, what will put 
usintheclear. We will work as closely as possible to write it into law 
so that there will be no question about where we are. 

If we do not have clarity, we are in great difficulty. We know that 
fruits and vegetables are on the fringe, we are on the teeterboard, so 
to speak, and the cases have come up from that group which have 
raised the question. 

We would like to so administer and get the law so cleared and have 
it so administered that we do not go into court and have to meet 
adjustments which have been brought up at this time because it is 
quite distressing to our industry, on the stability, in my thinking, Mr. 
Chairman. That is the way I would feel. 

The Coarrman. Mr. Fraser, we appreciate your appearance and the 
views you have expressed. We realize that they come to us out of the 
long experience you have had in matters of this kind. I consider 
them, and I think the other members of the committee do likewise, of 
considerable importance and they will be very helpful to us in our con- 
sideration of this matter. 

We thank you for being present and making your contribution to 
the cause of enforcement. 

Mr. Fraser. Thank you, Mr. Chairman. 

(The prepared statement of Mr. Fraser follows :) 


AMENDMENTS TO THE Foop, DRUG, AND COSMETIC ACT 


My name is Samuel Fraser. I am executive vice president of the International 
Apple Association, 1302 18th Street NW., Washington 6, D. C. 

I appear in connection with the bills H. R. 3551, H. R. 2769, S. 835, S. 601, and 
H. R. 3604. All relate to a change of a few words in section 704 of the Federal 
Food, Drug, and Cosmetic Act, Public Law 717, 75th Congress, chapter 675, 3d 
session 

These bills relate to interstate commerce as defined in section 201 (b) and 
the amendments proposed are to a law so defined. The definition is rigid. It 
means commerce between places, beyond certain lines noted. 


UPGRADE COMMODITY AND MEN 


In our approach to legislation of this character, the food and drug law, we 
had and have at least two hopes—the upgradeing of our commodities to the 
benefit of the public and the upbuilding of the morale of the members of the 
industry, and the latter is not to be lost sight of. 

The great bulk of our members and others engaged in the industry are like 
minded. They are businessmen. We believe they command respect, and the law 
should command their respect, both in language and manner of enforcement, 
especially the latter. It is true there is always a small percentage who may not 
or do not wish to go along, but I would like to emphasize that the chief interest 
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is to write legislation so that it does command the respect of the law abiding and 
1 


upbuilds their confidence in the Government, The letter of the law killeth, 
the spirit giveth life. The spirit in which it is administered is a vital factor. 


INSPECTION SUPPORTED 


It has been brought out in the Cardiff case to which this legislation is due, that 
SO percent of violations were discovered because of access to the plant, and that 
nspection during manufacture is desired. The matter of entry is, therefore, 
important. Industrywise we would seek to use it for improvement, secondarily 
for punishment, believing that the Department of Health owes it to itself to use 
its agencies and their entry to a plant to upbuild morale among the industry 
members and create confidence in the commodity, otherwise they lose their chief 
value for service 

Our advices show that many of the inspectors are meeting with our members 
and others in an amicable way and securing favorable reception, but inspectors 
are men. Some have failed to make or maintain amicable contact, and we have 
complaints of the arbitrary manner in which they not only enter the plant, but 


act while in it, and those receiving such treatment take umbrs 





We commend and we suggest inclusion in the report on the bills, that in the 
making of contacts, the inspectors be schooled in the fact that they ai he 
contact for the United States Government and their mission is in no small 


} 
measure educational and they should join in what I regard as the spirit of the 


law, to wit, upbuilding and upgrading of both men and the commodity handled. 
INTERSTATE COMMERCE AS DEFINED 


Mr. Chairman, vou were a member of the House committee which enacted the 


present law. The term “interstate commerce” and the definition of interstate 
commerce as carried in section 201, paragraph (b) received much study. Its 
meaning is rigidly outlined. The law is not defined as is commerce in the 


Packers and Stockyards Act for instance or the Filled Milk Act. These give 
access to the commodity. The rights of a citizen are fundamental in law. As I 
take it, the real question in this proposed legislation turns on this point, as well 
as on how far shall the Federal Government enter into this field. It is nota 
simple matter. It has always been complex. 

In the language used, there is always the question raised as to whether the 
commodity (food, drugs, devices, or cosmetics) these officials desire to inspect 
will enter interstate commerce. The question of entry turns on whether the 
goods are made or held for introduction in interstate commerce. Once the goods 
are in interstate commerce, the matter is simple, but, after you amend the law 
as proposed, you have still got to show they are “manufactured, processed, 
packed, or held for introduction into interstate commerce,’ in order to enter. 
In my judgment, nothing proposed reaches this requirement. The section 301 
(f) clearly means that once the right of entry is given, it cannot be denied. This 
I will again consider. I do not know any provision in law which forces a man 
to show his intent, especially when he may not know how or where he may find 
a market, which is true of many of us, and this entry governs in the case of 
packing plants. 

The International Apple Association has always been deeply concerned in this 
legislation. We support the safeguarding of the public health, and my instruc 
tions at all times were and are to place the public health as a fundamental. To 
command the respect, integrity, and confidence which the law should have, it 
must be workable, understandable, one we can live and operate under, and be 
as clearly stated as is possible, because it affects a moving schedule—the pro- 
duction and distribution of foods in which change is ever present. It is not 
possible to anticipate progress, and for this reason principles alone should be 
stated clearly in the text of the law itself with details worked out in the admin- 
istration of it. 

When the present law was being written, the committees handling this legis 
lation carried many eminent minds. In the Senate I would name Senators 
McNary, Hébert, Overton, and Bailey, all of them one-time chief justices of the 
supreme courts of the States they represented. 

To all of these men many questions were referred, and I well remember one 
question in which I was deeply concerned and which I pointed out to Senator 
Byrd—the possibilities of the interpretation being unfavorable to what I re- 
garded as the proper purpose, if it was enacted as written. Senator Byrd sug- 











198 FOOD, DRUG, AND COSMETIC ACT 


gested referring the matter to Senator Bailey, and Senator Bailey gave 2 months’ 
consideration before he answered, and the wording of the paragraph which it 
is now proposed to amend, went through a similar refining process. 

During the years in which this legislation was in progress, although there 
was a trend shown in legislation to encroach on the powers of the State and 
many such steps were taken during these years, it was the judgment of the com- 
mittee that in the interest of the rights of the citizen, and with the words 
“interstate commerce” as defined, and after all things were considered, when 
the Federal Government sought to enter the premises of a citizen, he might at 
least be asked and have the right to decline. I always believed that we had 
secured this provision, one which the Supreme Court has sustained in spite of 
the seeming conflict with paragraph 301 (f) which was the issue in the Cardiff 
case but which to me is clear by the requirement carried in the words “as 
authorized.” The Department has the right of entry once “authorized” and 
the provisions of “interstate commerce” are met. 

If the commodity is in interstate commerce and is in conflict with the law, it 
can be seized and the producer can soon be brought to account. If there is 
deemed need to enter and no goods are in interstate commerce, I raise the ques- 
tion as to whether these proposed amendments will be all that is required. 


WAYS IN WHICH ENTRY IS NOW BEING MADE 


The State can provide entry or joint Federal-State action as seen in other 
cases may be used and the State official delegated to act, and I would seriously 
direct your attention to the ways in which this is being accomplished. 

In the case of nursery stock, with which I am familiar, we have State inspec- 
tion of the nurseries annually. It is required if one is to continue in business. 
Stock brought in must be inspected before it is planted. Stock sold must be in- 
spected and certified before it can be tendered for shipment. The State inspects 
under this provision at the point of production. This puts the work into the 
district, town, or county where there is pride in the enterprise and a degree of 
interest in maintaining the integrity of the enterprise. It also places the cost 
where it belongs, with the States, and reduces Federal expenditures due to the 
decentralization secured. The Federal inspection is used for imports and exports 
and specific problems. Today we see the policing of the Japanese beetle being 
returned to the States. I present this for your study. 

Let me refer to another law, the Perishable Agricultural Commodities Act, 
on which I worked for 2 years in order to secure what we believed to be work- 
able provisions for interstate movements and trade. Our approach to this 
legislation was not so much to penalize violators as to secure a general improve- 
ment in the trade practices and thus raise the tone and methods of business. 
This was accomplished with great savings which reach through to the public. 
This attitude has been maintained by those who have administered this law for 
the United States Department of Agriculture, and for this reason the fruit and 
vegetable industry has been, and still is, back of it, making the law enforcible. 

When you arouse industry interest to aid in policing itself, which we believe 
is shown in so many fields, it is helpful in enforcement and I believe the time is 
ripe to emphasize this. The manner of approach of inspection officials can 
materially aid or antagonize, and we see both. 


SOME SUGGESTIONS ON MANNER OF ENTRY 


Some of our members advise of decidedly arbitrary methods of entry used. 
Exception is taken to the fact that the inspector enters the plant by some entrance 
other than the office and that some at present do not come to the office at all. 
They also suggest that they be given a written report of the findings of the 
inspector (good or bad) as an aid, and not have the inspector’s record brought 
up some time in the future when the facts are lost. In one case an inspector 
used a notebook in which he said he made notes 2 years previous. The manner 
of inspection, in at least some cases, has not been helpful or good. We don’t 
ask that these provisions be written into law. These are regulatory suggestions. 

For some years, while the spray residue problem was acute we aided in de- 
veloping a Federal-State working arrangement, under which the State officials 
would inspect and advise the producers as to whether the applies met require- 
ments for interstate shipment from a spray residue standard. This was a 
service to the grower and the public. It put enforcement back at the grower 
level as a preventative and was marked aid in enforcement. 
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It does not follow that because the raw product is edible, as apples for in- 
stance, a resulting product will be sold for food uses. A case in point. We are 
seeking to save waste and make byproducts of value. Some years ago Skoda in 
Czechoslovakia developed the use of applejuice for tempering steel, especially 
cannon. The pectic substances carried in the juice proved of particular value and 
better than oil for tempering. 

It does not matter whether the apples used for such juice are first class in 
shape or entirely free from defects. We seek to use defective fruit for a 
legitimate purpose, and as long as the end use is legitimate, we see no reason 
why the individual should be required to reveal his market. It may be export, 
in which event, if no standards are established by the importing country, the 
Food and Drug Administration has no authority to inspect under this law. The 
end use of the commodity is not known. With regard to this matter the data 
of Senator McNary and Director Campbell is revealing. 

As illustration the defective apples may be used for the pectic substances 
they contain, and these pectins are now being used for such things as increasing 
the density of wood, for plastics, pectin for mucilage to hold paper, glass, tin, 
or wood, they have a use in poultry feed,s and in curing of cacao, coffee, 
tea, tobacco, ete. 

I would seek to maintain the integrity of the law. 

Should a citizen decline to permit access to his plant, I believe further power 
remains in the Administrator under section 705 (b) to make this part known, 
which in itself, might be a forceful factor in deterring declination. 

Then again, as indicated, joint Federal-State action is possible. 

My appearance is directed to this end, that we would aid in making the pro- 


cedure beneficial and helpful, otherwise its value is lost As stated previously, 
the great aim of the law in our mind is to upbuild our products, raise the stand- 
ards, and raise the morale of the industry to the benefit of the public. The pun- 


ishment of lawbreakers is an unfortunate necessity, but I hope that is not the 
sole nor even the main reason for the law. I still ask the question—Will your 
proposals aid in doing what is believed to be the purpose—secure entry to a plant 
where you have no proof of use? 


(Mr. Fraser later submitted the following supplemental statement :) 


SUPPLEMENTAL STATEMENT OF SAMUEL FRASER, EXECUTIVE VICE PRESIDENT, 
INTERNATIONAL APPLE ASSOCIATION, WASHINGTON, D. C 


I have made a change in the language on page 3 of the statement filed with the 
committee on May 20, 1958. Copy of the corrected statement is attached hereto. 

I have taken time to advise with my board of directors. Not all have under- 
taken to advise a course of action. 

All favor inspection. They are attuned to permissive inspection. They want 
it continued and want legal entry enforced where there is reason to believe it 
should be done. 

We would seek Federal factory inspection of goods that are in interstate 
commerce or destined for interstate commerce under the law to protect the 
public health, but, with regard to foods which have not yet been introduced into 
interstate commerce and which it is not known whether they will ever be intro- 
duced into interstate commerce, we believe the power to inspect such is, by the 
Constitution, reserved to the States and to their local subdivisions. To cover 
this hiatus, cooperative action has thus far proved workable, and the permissive 
approach with industry cooperation seems the most workable provision, also the 
development of State legislation following the Federal pattern. 


PERMISSIVE INSPECTION AN AID 


I believe there is actual administrative aid in the permissive inspection sys- 
tem. The act is written with this in mind. It is a quick way to determine who 
to work on—the one who fails to say “Yes.” It should save time. 

There may not be many plants in which the reason for inspection may be 
adulteration or misbranding where there will be refusal of entry, especially in 
an industry in which good will is fostered and aid is actually extended by the 
Administrator and the inspector. In certain industries inspectors are employed 
because of their value as aids in keeping up the standard of quality. We would 
emphasize the value of this, for it has been engendered in the minds of industry 
for the past 15 years; and, with this foundation to build on, it is an asset and a 
basis from which to advance. 








200 FOOD, DRUG, AND COSMETIC AC 


Adverse publicity which mav be used by the Administrator under section 705 


should be a forcetul fact« today in bringing compliance on entry. 





I \ 5 D S I VN 4 1 
Where there are proble n micro-organisms which cannot be determined 
whe e goods en e « i? ree, tl t system is provided 
n 104 in which the powerful subju is used—‘“any class 
of f V rt is powerful factor in ¢ To put a firm or dis- 
trict or comm itv out of access to trade (interstate trade) will bring dire con- 
equences. Note this sectic vith others in the act, is geared to permissive in- 
snect 
I thermore, if the amendment to section 704 proposed in any of these bills 
is el ected ad 301 (f) is et ined there IS ho Sé se ll! section 14. Its whole 
purpuse is gone, for its reason for being is “permissive” inspection and a means 
for retaining it but meeting an extreme situation 
~ FO! MISSIVE ENTRY 


and Cosmetie Act, 1988), 





we were still confronted \ the problem of seeking mandatory inspection 
which has been before us since 1906 when we started to enact standard grades and 
inspection, and it has confronted us since. We never succeeded in writing other 
th permissive inspectic » secure the ends we aimed at—entry to plants 

nd left to the States mandatory entry and cooperation with them except in 


extreme Cases 


In the Mead bill (H. R. 3972, 74th Cong.), section 19 which was a House 





bill, the House committee 1935 considered the following provision (see hear- 
ings on 8S. 5, Mar. 2, 8, 9, 1935, p. 140) 

“If cann be determined in eXamination of a food, drug, or cosmetic 
afte t has entered commerce whether it is adulterated or misbranded, and if 
permission to inspect is refused, the courts are authorized to grant an order 
compelling inspec n 

The fa re to accept tl imendment and the insertion of section 8301 (f) 
wrecked the whole philosophy of the bill If we insert this and delete section 
50] we uit the bill back to a position once before considered workable. 

We would therefore suggest the following: 

Amend section 704 to read by insertion after 704 the letter “(a)” (see. 704 (a)). 


Phen add a new paragraph 704 (b) which, due to restriction to “food,” reads: 

“(b) If it cannot be determined by an examination of a food after it has en- 
tered commerce whether it is adulterated or misbranded, and if permission to 
inspect is refused, the courts are authorized to grant an order compelling an 
inspection.” 


If this necessi 


ates special court provision, it may be carried as it is shown on 


page 141 of the hearings on 8.5 (1935) and which reads and which with neces 
sary amendments would read—nparts stricken 








*] order adequate to protect lic health and welfare, the several district 
courts of the United States are herebv vested with risdiction to restrain by 
injunction, temporary or permanent, any refusal of permission to inspect such 
factory, warchouse, or establishment in which food-d4eHes; er eesmeties are is 
manufactured, processed, packed, or | for shipment in interstate commerce 
or ere ts held after such shipment, o1 vehicle being used to transport such 
food-deres; er essmetes i erstate commerce, and ali equipment, finished and 
unfinished materials, containers, a labels there used or stored Violations of 
al ! netion Issued pur unt to tl paragraph may be summarily tried and 
pul ed by the court as a « tempt su contempt proceeding mav be insti- 
tuted | order of the court or by the filing of an information }hy the United 
otates attorney. 

Strike out section 301 (f) and amend by relettering (g) to read (f), (h) to 
read (g), (i) to read (h), (j) to read (i), (k) to read (j), (1) to read (k). 

“The establishment of a standard is a quasi-legislative and not a quasi-judicial 
act’ (S. 1944, p. 37 ) 





I would direct attention to Senator MceNary’s opinion “That the right of appeal 
is not a common law right and must be specifically set forth’ (S. 1944 hearings, 
Dec. 7, 8, 1933, 73d Cong., p. 27). Appeal on a judicial act is obtainable; 
on a legislative act it does not exist unless provided in the act; hence we needed 
provisions for same. 
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AMENDMENTS TO THE Foop, DRUG, AND COSMETIC ACT 


My name is Samuel Fraser. I am executive vice president of the International 
Apple Association, 1302 18th Street NW., Washington, D. C 

I appear in connection with the bills H. R. 3551, H. R. 2769, 8. 835, 8. 601, and 
H. R. 3604. All relate to a change of a few words in section 704 of the Federal 
Food, Drug, and Cosmetie Act (Public 717. Thth Cong., ch. O75, Sd sess.). 

These bills relate to interstate commerce as defined in section 201 (b), and the 
amendments proposed are to a law so defined. The definition is rigid It means 
commerce between places, beyond certain lines noted 


UPGRADE COMMODITY AND MEN 


In our approach to legislation of this character, the food and drug law, we had 
and have at least two hopes—the upgrading of our commodities to the benefit 
of the public and the upbuilding of the morale of the members of the industry, 
and the latter is not to be lost sight of. 

The great bulk of our members and others engaged in the industry are LK¢ 
minded, They are businessmen. We believe they command respect, and the law 
should command their respect, both in language and manner of enforcement, 
especially the laiter. It is true there is always a small percentage who may not 
or do not wish to go along, but I would like to emphasize that the chief interest 
is to write legislation so that it does command the respect of the law-abiding and 
upbuilds their confidence in the Government The letter of the law killeth, the 
spirit giveth life Che spirit in which it is administered is a vital factor 





INSPECTION SUPPORTED 


It has been brought out in the Cardiff case to which this legislation is due, 
that SO percent of violations were discovered because of access to the plant, 
and that inspection during manufacture is desired matter of entry is, 
therefore, linportant Industry wise we would seek to use it for Inprovement, 





secondarily for punishment, believing that the Department of Health owes it to 
itself to use its agencies and their entry to a plant to upbuild morale among 
the industry members and create confidence in the commodity, otherwise they 
lose their chief value for service. 

Our advices show that many of the inspectors are meeting with our members 
and others in an amicable way and securing favorable reception, but inspectors 
are men. Some have failed to make or maintain amicable contact, and we have 
complaints of the arbitrary manner in which they not only enter the plant, but 
act while in it, and those receiving such treatment take umbrage 

We commend and we suggest inclusion in the report on the bills, that in the 
making of contacts, the inspectors be schooled in the fact that they are the 
contact for the United States Government and their mission is in no s | 
measure educational and they should join in what I regard as the spirit of the 
law, to wit, upbuilding and upgrading of both men and the commodity handled 


INTERSTATE COM MERCH AS DEFINED 


Mr. Chairman, you were a member of the House committee which enacted the 
present law. The term “interstate commerce” and the definition of “interstate 
commerce” as carried in section 201, paragraph (b) received much study Its 
meaning is rigidly outlined. The law is not defined as is “commerce” in the 
Packers and Stockyards Act for instance, or the Filled Milk Act These give 
access to the commodity The rights of a citizen are fundamental in law As I 
take it, the real question in this proposed legislation turns on this point, as well 
as on how far shall the Federal Government enter into this field It is not a 
simple matter. It has always been complex. 

In the language used, with our fruits and vegetables, there is always the 
question raised as to whether the commodity (food, drugs, devices, or cos 
metics) these officials desire to inspect will enter interstate commerce 

With the present definition of “interstate commerce” in this law, the question 
of entry may turn on whether the goods are made or held for introduction in 
interstate commerce, The granting of permission removes this problem. Once 
the goods are in interstate commerce, the matter may be simpler, but with the 
amendment and retention of section 404, the implication of permissive inspection 
is still left as a factor, or there is no place for it if section 301 (f) is reta 


ned 
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The proposed amendment seeks to make inspection mandatory and this again 
raises the question of constitutionality and still leaves the right to enter not clear 
when it is not known whether the goods are “made or held for introduction” in 
interstate commerce and retention of section 301 (f) does not help the situation, 
nor does retention of section 404. All procedure is based on permissive entry 
to inspect. This thought prevailed in writing the law, with certain enforcement 
provisions and to that end we might look for relief retaining section 704 with 
slight amendments and deleting section 301 (f). 

To illustrate on this—we must bring other provisions in law into view—I use 
a commodity that caused this problem— 

Dried applies or other dried fruits may be packed in the State of Washington 
and sold in the State or they may be shipped to any one of the free zones— 
New York, New Orleans, San Antonio, San Francisco, Los Angeles, or Seattle 
and moved to these zones without payment of the 3-percent transportation tax 
and if an export and import rate is in effect then save 3 percent more on the 
domestic rate and from the free zone may move in export and no inspection of 
these is possible under this law even when amended as proposed, unless there 
are standards in effect in the country to which they are finally exported. 

In the case of fresh apples or pears the goods will have to meet the provision 
of the standards for export’ (Apple Export Control Act) which calls for a 
Federal certificate that they meet export standards. We have developed Federal- 
State inspection services to meet this situation. 

The International Apple Association has always been deeply concerned in this 
legislation. We support the safeguarding of the public health, and my instruc- 
tions at all times were and are to place the public health as a fundamental. 
To command the respect, integrity and confidence which the law should have, 
it must be workable, understandable, one we can live and operate under, and be as 
clearly stated as is possible, because it affects a moving schedule—the production 
and distribution of foods in which change is ever present. It is not possible to 
anticipate progress, and for this reason principles alone should be stated clearly 
in the text of the law itself with details worked out in the administration of it. 

When the present law was being written, the committees handling this legis 
lation carried many eminent minds. In the Senate I would name Senators 
McNary, Hébert, Overton, and Bailey, all of them onetime chief justices of the 
supreme courts of the States they represented. 

To all of these men many questions were referred, and I well remember one 
question in which I was deeply concerned and which I pointed out to Senator 
Byrd—the possibilities of the interpretation being unfavorable to what I regarded 
as the proper purpose, if it was enacted as written. Senator Byrd suggested 
referring the matter to Senator Bailey, and Senator Bailey gave 2 months’ con- 
sideration before he answered, and the wording of the paragraph which it is now 
proposed to amend went through a similar refining process. 

During the years in which this legislation was in progress, although there was 
a trend shown in legislation to encroach on the powers of the State and many 
such steps were taken during these years, it was the judgment of the committee 
that in the interest of the rights of the citizen, and with the words “interstate 
commerce” as defined, and after all things were considered, when the Federal 
Government sought to enter the premises of a citizen, he might at least be asked 
and have the right to decline. I always believed that we had secured this 
provision, one which the Supreme Court has sustained in spite of the seeming 
conflict with paragraph 301 (f) which was the issue in the Cardiff case but which 
to me is clear by the requirement carried in the words “as authorized.” The 
Department has the right of entry once “authorized” and provisions of “inter- 
state commerce” are met. 

If the commodity is in interstate commerce and is in conflict with the law, it 
can be seized, and the producer can soon be brought to account. If there is 
deemed need to enter and no goods are in interstate commerce, I raise the question 
as to whether these proposed amendments will be all that is required. 


WAYS IN WHICH ENTRY IS NOW BEING MADE 


The State can provide entry, or joint Federal-State action as seen in other 
cases may be used and the State official delegated to act, and I would seriously 
direct your attention to the ways in which this is being accomplished. . 

In the case of nursery stock, with which I am familiar, we have State inspec- 
tion of the nurseries annually. It is required if one is to continue in business. 


1 Apple or Pear Export Control Act, Public 39, 73d Cong., H. R. 4812 
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Stock brought in must be inspected before it is planted. Stock sold must be 
inspected and certified before it can be tendered for shipment. The State 
inspects under this provision at the point of production. This puts the work 
into the district, town, or county where there is pride in the enterprise and a 
degree of interest in maintaining the integrity of the enterprise. It also places 
the cost where it belongs, with the States, and reduces Federal expenditures due 
to the decentralization secured. The I’ederal inspection is used for imports 
and exports and specific problems. Today we see the policing of the Japanese 
beetle being returned to the States. I present this for your study. 

Let me refer to another law, the Perishable Agricultural Commodities Act, 
on which I worked for 2 years in order to secure what we believed to be workable 
provisions for interstate movements and trade. Our approach to this legislation 
was not so much to penalize violators as to secure a general improvement in 
the trade practices and thus raise the tone and methods of business. This 
was accomplished with great savings which reach through to the public. This 
attitude has been maintained by those who have administered this law for the 
United States Department of Agriculture, and for this reason the fruit and 
vegetable industry has been, and still is, back of it, making the law enforceable. 

When you arouse industry interest to aid in policing itself, which we believe 
is shown in so many fields, it is helpful in enforcement, and I believe the time 
is ripe to emphasize this. The manner of approach of inspection officials can 
materially aid or antagonize, and we see both. 


SOME SUGGESTIONS OF MANNER OF ENTRY 


Some of our members advise of decidedly arbitrary methods of entry used. 
Exception is taken to the fact that the inspector enters the plant by some en- 
trance other than the office and that some at present do not come to the office 
at all. They also suggest that they be given a written report of the findings of 
the inspector (gocd or bad) as an aid, and not have the inspector’s record brought 
up Sometime in the future when the facts are lost. In one case an inspector 
used a notebook in which he said he made notes 2 years previous. The manner of 
inspection in at least some cases has not been helpful or good. We don’t ask 
that these provisions be written into law. These are regulatory sugg 

lor some years, while the spray-residue problem was acute, we aided in 
developing a Federai-State working arrangement under which the State officials 
wou'd inspect and advise the producer as to whether the apples met requirements 
for interstate shipment from a spray residue standard. This was a service to 
the grower and the public. It put enforcement back at the grower level as a 
preventive and was a marked aid in enforcement. 

It does not follow that because the raw product is edible, as apples for in- 
stance, a resulting product will be sold for food uses. A case in point. We are 
seeking to save waste and make byproducts of value. Some years ago Skoda 
in Czechoslovakia developed the use of apple juice for tempering steel, especially 
cannon. The pectic substances carried in the juice proved of particular value 
and better than oil for tempering. 

It does not matter whether the apples used for such juice are first class in 
shape or entirely free from defects. We seek to use defective fruit for a legiti- 
mate purpose; and, as long as the end use is legitimate, we see no reason why 
the individual should be required to reveal: his market. It may be export, in 
which event, if no standards are established by the importing country, the Food 
and Drug Administration has no authority to inspect under this law. The end 
use of the commodity is not known. With regard to this matter, the data of 
Senator McNary and Director Campbell is revealing. 

As illustration, the defective apples may be used for the pectic substances 
they contain, and these pectins are now being used for such things as increasing 
the density of wood; for plastics; pectin for mucilage to hold paper, glass, tin, 
or wood; they have a use in poultry feeds and in curing of cacao, coffee, tea, 
tobacco, ete. 

I would seek to maintain the integrity of the law. 

Should a citizen decline to permit access to his plant, I believe further power 
remains in the Administrator under section 705 (b) to make this part known, 
which in itself might be a forceful factor in deterring declination. 

Then again, as indicated, joint Federal-State action is possible. 

My appearance is directed to this end, that we would aid in n aking the pro- 
cedure beneficial and helpful; otherwise its value is lost. As stated previously, 
the great aim of the law in our mind is to upbuild our products, raise the stand- 
ards, and raise the morale of the industry to the benefit of the public. The 


gestions, 
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punishment of lawbreakers is an unfortunate necessity, but I hope that is not 
the sole nor even the main reason for the law. I still ask the question, Will 
your proposals aid in doing what is believed to be the purpose—secure entry to 
a plant where you have no proof of use? 


The CHarmman. Is Mr. Harrop here / 

(Discussion off the record.) 

Mr. O'Hara. I think Mr. Harrop May want to modify his state- 
ment that he has prepared. 

The Cuamman. Mr. Harrop will be privileged to do what you have 
requested, Mr. O'Hara, or anything else that occurs to him that might 
be necessary to present his viewpoint asa representative of the Ameri- 
can Drug Manufacturers Association for the benefit of the committee, 
together with any proposed amendments that he may wish to make. 

We will give him the greatest latitude. 

| regret that the circumstances were such that he found it neces 
sary to leave to conserve his time in making a train connection. I 
wish it were poss ble for us to remain until he has returned. I will 


be here in cnse he qaoes return, and 1h Cause he wishes { 


tO make any 
statement, 

I will ask that the stenographer remain for a reasonable time in the 
hope that Mr. Harrop will find it possible to return before he has 
gone for his train. 

I would like to have the benefit of his statement. 

There are several statements that I have received that w ill be made 
a part of the record. 

Congresswoman Sullivan submitted a statement which I think was 
made a part of the record yesterday. If not, it will be made a part 
of the record. 

Also, a statement from Congressman Fogarty. 

(The material referred to follows:) 


TESTIMONY OF Mrs. JoHn B. SULLIVAN, CONGRESSWOMAN FROM MISSOURI 


Mr. Chairman and members of the committee, I am appearing before you today 
on behalf of my bill, H. R. 8551 This bill would restore to the Food and 
Drug Administration the authority it needs to protect our food, drugs, and 
cosmetics. Its wording is simple 

In the present Food, Drug, and Cosmetic Act, FDA inspectors are permitted 
to inspect plants under section 704, and I quote the language of the act: “After 
first making request and obtaining permission of the owner, operator, and cus- 
todian.” My amendment would replace this phrase of the law with the words: 
‘After first exhibiting appropriate credentials to the owner, operator, or cus 
todian.” 

Now, I am appearing before you today not as a lawyer, but as a consumer 
and a Member of Congres, who wants to accomplish a certain objective. 

As you recall, in December of last year the Supreme Court nullified the en 
forceability of the factory inspection provisions of the Federal Food, Drug, 
and Cosmetic Act The Supreme Court based part of its decision on the 
ambiguity of the wording of the present law—the fact that the law did not 
make sense in regard to factory inspection. 

This action of the Supreme Court has thrown on the Congress the obligation 
to clarify the law as it is presently written so that the intent of the law will 
be fully realized 

Inspection is the heart of the FDA program. If the intent of Congress is to 
see that American consumers are not subjected to contaminated food, fraudu- 
lently labeled goods, drugs injurious to health, then we must recognize that 
only FDA inspection of plants and records can keep these products off the 
market 

Since the Supreme Court decision, FDA inspectors have been barred from 
plants, and distributors and processors have been able, under the present word- 
ng of the law, to say to FDA inspectors, “We won't let you in.” 
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My bill simply removes the “Keep out” sign, Which now faces the FDA in 
spector when he tries to enforce the law Congress passed 

One of the most recent examples of What happens under the present law is 
the famous watered oyster case in Newport News, Va. Oysters are watered by 
being soaked in water until they absorb up to 50 percent more than their normal 
water content. As a result, 3 pints of watered oysters are the equivalent of 
only 2 pints of oysters with a normal water content. According to the FDA in- 
spectors, there is no way that watering can be proved except to sample the 
oysters as they are being packed, When the FDA brought the guilty parties to 
trial, the judge instructed the jury to disregard any Government evidence obtained 
by inspecting the packing plant. His instruction was based on the December 
Supreme Court ruling. As a result, the jury delivered a verdict of not guilty 

At the time I introduced my bill, I wrote to my colleagues in the House that I 
Was sure that honest business had no objection to a bill of this type, and does 
not want the fringe operator to be free to operate without meeting 
requirements of sanitation and quality as the legitimate operator 

Mr. Chairman, just as the American housewife, when she goes into the butcher 
shop, knows that “U.S. Inspected” stamped on meat is a guaranty that it meets 
eGovernment requirements, she should be able to know the same thing about all 
food, and all cosmetics and all drugs. Perhaps the time will come when the 
industry in cooperation with the Government will devise an insignia to indicate 
that the Food and Drug Administration has sampled and found pure the product 
the American housewife buys. 

But, of course, this cannot be made possible unless the law is amended te 
inspectors to enter these plants and certify that their products are pure. 

Let me close by saying that the FDA is like the insurance policies we carry 
on our cars and houses. We should be able to take it for granted that our food, 
and our drugs and our cosmetics are automatically protected, just as we take it 


the same 


for granted that our insurance gives us a certain amount of financial protection 

Inspection power must be restored to the Food and Drug Administration This 
issue is a nonpartisan one. How workable is our food and drug law? As work 
able as Congress wants to make it. So I 
committee my amendment, H. R. 3551. 

While I feel this issue of inspection is nonpartisan, I sincerely hope the budge 
of the Food and Drug Administration will be treated in a similar fashion, and 
that sufficient funds will be granted by the Congress to enable the FDA to do a 
more adequate job for the protection of all of us as consumers, 





rgently request that you report out of 


STATEMENT OF Hon, JonHN E. FoGartry, MEMBER OF CONGRESS, FROM THE SECOND 


DisTricr oF RHopE ISLAND 


Mr. Chairman and gentlemen of the committee, I am addressing this statement 
to your committee in support of my bill, H. R. 38604, providing for the protectio: 
of the public health and welfare by restoring authority for factory inspections 
under the Federal Food, Drug, and Cosmetic Act 

In a decision handed down by the Supreme Court in December of 1952, the 
Court invalidated section 704 of the Food, Drug, and Cosmetic Act of 1938. This 
section provided the inspection authority of the act; and the decision, in effect, 
canceled what power the agency had to adequately enforce its law 

The legislative history of 





section 704 clearly showed the intent of Congress 


that establishments manufacturing, processing, transporting, or storing foods, 
drugs, and cosmetics be subject to inspection as a right of the people rather than 
as a courtesy of the manager. Unfortunately, the language chosen, in the 
Supreme Court’s view, was too inconsistent and confusing to be valid 


Without factory inspection authority the enforcement of several vital pro 
visions of the act is impossible; the required evidence can be obtained by no 
other means. Practically all provisions of the law are most effectively and eco 
nomically enforced through factory inspection simply because aduiterations and 
misbrandings can best be detected by going into the plant and seeing what is 
being done. 

Provisions are contained in the three chapters of the act covering foods, drugs 
and cosmetics declaring these articles to be adulterated if they have been pre 
pared, packed, or held under insanitary conditions whereby they may have been 
contaminated with filth, or whereby they may have been rendered injurious to 
health. Whether such insanitary conditions prevail can be determined only by 
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inspection. In the field of drugs there is no way, other than actual inspection, 
to check the control methods used to insure purity, potency, and correct labels 
on products which often mean life or death to the patient. 

I believe that the responsible segments of the affected industries are genuinely 
eoncerned that fringe operators be not permitted to jeopardize the public health 
through the use of unsafe and insanitary conditions. It is an accepted truism 
that any law is only as effective as its enforcement program. Lack of enforce- 
ment authority permits those who prefer to violate to do so with no fear of 
interference and with a complete disregard for the health and welfare of the 
American people. Passage of this bill will eliminate that possibility, and I urge 
the Committee on Interstate and Foreign Commerce to take quick, affirmative 
action on it. 

The Cuarrman. I have here a statement that has been received from 
Congressman Hoffman on behalf of the Michigan Frozen Food Packers 
Association and the Michigan Canners Association, which he has 
requested to have made a part of our record. 

His request will be complied with. 

(The material referred to follows :) 


APRIL 21, 1953. 
Hon. CHARLES WOLVERTON, 
Chairman, Interstate and Foreign Commerce Committee, 
House Office Building, Washington, D. C. 

DeaR Mr. WOLVERTON: It is our understanding that the Food and Drug Ad- 
ministration is asking Congress for legislation to reestablish the right of fac- 
tory inspection recently denied them under the present act by a decision of the 
United States Supreme Court. 

This organization believes that Congress should grant the Food and Drug 
Administration authority for factory inspection in the interests of public health. 
We believe, however, that certain safeguards should be attached to such privi- 
lege in order to guard against arbitrary action which might result from the un- 
qualified right to inspect. 

The safeguards to which we refer are three in number and are as follows: 

(1) The inspector, before entering a plant, should be required to call at the 
office and make his presence and mission known to the management. 

(2) The inspector should be required to make a written report upon each 
inspection and a true and complete copy of such report should be furnished the 
processor 

(3) In the event samples are taken, the Agency should be required to furnish 
the processor with a true and complete copy of the analysis of such samples by 
the Agency. 

The basis for the foregoing limitations on the right of factory inspection can be 
found in some of the practices indulged in by some employees of the Agency in 
past years. 

With respect to point No. 1, most inspectors have, in the past, called at the 
office to announce their presence and mission. Some inspectors, however, have 
made a practice of entering the plant through the back door, sometimes after 
hours, and proceeding to inspect the premises, take notes and question em- 
ployees, without making their presence known to the management. This prac- 
tice is obviously improper and should be forbidden. No other Government agency 
has such power. 

With respect to point No. 2, the notes and reports of food and drug inspectors 
ean and have been used in court proceedings, occuring two or three more years 
subsequent to the date of inspection. Such notes themselves, may not be evi- 
dence, but inspectors have been allowed by the court to refresh their recollec- 
tion from such notes. Since the processor has at present no way of knowing 
the nature of the report made as a result of the inspection, it is normally difficult 
for him to disprove statements made by the inspectors in court proceedings some 
years later. 

Furnishing the processor with a copy of the inspector’s report is not undue bur- 
den to place upon the agency since many State inspection authorities (including 
the bureau of marketing and enforcement of the Michigan Department of Agricul- 
ture) now follow this practice. It works very well and the processor is promptly 
informed by an inspector so that corrective action can be taken promptly. Alsoa 
complete record is preserved by both parties in the event of future litigation, so 
that there can be little dispute as to conditions found by the inspector. 
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With respect to the third point, namely ; furnishing the processor with a copy 
of the official analysis of any samples taken by an inspector, it would again seem 
only fair that if anything is found by the agency to be wrong with the product, the 
processor be advised at once, so that corrective action can be taken promptly. It 
is obviously unfair to deny the processor a copy of such analysis and then after 
the pack has been completed, for the agency to seize the goods in question after 
the same have been innocently moved into interstate commerce, as sometimes now 
happens. 

‘The members of our organization believe that cooperation between processors 
and the Food and Drug Administration will result in maximum protection to the 
public. We believe that the foregoing suggestions will, if enacted into law, better 
promote such cooperation than will the grant of arbitrary and unlimited inspec- 
tion power. It is our desire at all times to pack high-quality food products and, 
as we stated at the beginning, we welcome Government inspection, provided proper 
safeguards against the abuse of such power are written into the law. 

Very truly yours, 
MICHIGAN FROZEN Foop PACKERS ASSOCIATION, 
By F. L. GRANGER, President. 
MICHIGAN CANNERS ASSOCIATION, 
3y A. E. Brown, President. 

The CHarrMan. I also have statements from George D. Riley, mem- 
ber of the national legislative committee, American Federation of 
Labor, in support of the legislation ; 

Also, a statement from George F. Lull, M. D., secretary and general 
manager of the American Medical Association, in which the legislation 
is supported, provided that proper safeguards are included to protect 
the physician-pharmacist-patient relationship ; 

Also statement of Buell H. Bedford, president of the Bedford 
Products Co., Dunkirk, N. Y.: 

A statement in behalf of the legislation from Mr. Holloway repre- 
senting the Toilet Goods Association, Inc. ; 

A statement from Mr. William F. Brooks, executive secretary, the 
National Grain Trade Council. 

These statement will be made a part of the record as if delivered. 

Any other statements that the clerk received either yesterday or 
today will likewise be made a part of the record in the appropriate 
place. 

(The material referred to follows:) 


STATEMENT OF GEORGE D. RILtey, MEMBER, NATIONAL LEGISLATIVE COMMITTEE, 
AMERICAN FEDERATION OF LABOR 


My name is George D. Riely. I am a member of the national legislative com 
mittee of the American Federation of Labor. 

The American Federation of Labor is in hearty accord with the purposes of the 
three bills under consideration, H. R. 2769, H. R. 3551, and H. R. 3604, having the 
intent of providing ingress into certain industrial establishments and in order to 
meet the objections of the recent Court decision. 

[ find no particular choice between the three bills. The Sullivan bill gives 
the proposed language of section 704 with the amendment. The other two bills 
provide only for the necessary authorization. 

As producers, members of unions afifiliated to the American Federation of 
Labor at the same time are consumers. As such, they are definitely concerned 
with the manner in which products sold for their consumption are “manufac 
tured, processed, packed, or held, for introduction into interstate commerce,” 
to use the language as contained in the Sullivan bill 

It took many long years to bring about the basic legislation which established 


the Pure Food and Drug Act and more years to legislate the Food, Drug, and 
Cosmetic Act. The gains in this respect have not come easily. Therefore, any 
partial enforcement of the spirit as well as the letter of the Food and Drug stat 


utes provides, to say the least, a crippling influence. Our citizens are entitled 
to a better-type enforcement. 

Therefore, by all means we hope the wisdom of your committee dictates early 
and positive action upon the bill of your choice and now lying on the table. 
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STATEMENT OF GEORGE F. Lut, M. D., SECRETARY AND GENERAL MANAGER, 
AMERICAN MEDICAL ASSOCIATION 


I would like to take this opportunity, on behalf of the American Medical 
Association, to submit for your consideration our views concerning H. R. 2769, 
sid Congress, which is currently being studied by your committee. 

It is my understanding that this bill would amend section 704 of the Federal 
Food, Drug, and Cosmestic Act and would authorize the Food and Drug Admin 
istration to inspect factories without first making a request and obtaining per 
mission. It is the belief of the American Medical Association that the prin 
ciple of this bill is a proper one and that the measure should be adopted, pro 
vided that proper safeguards are included to protect the physician-pharmacist 
patient relationship. While it may not be the intention of the sponsors of the 
bill that it be applicable to anything other than factory inspections, we believe 
that language should be included which will clearly indicate that the bill has no 
application to confidential business and professional records which have no 
specific bearing on the enforcement of the Food, Drug, and Cosmetic Act. 

I should like to urge, on behalf of the American Medical Association, that the 
subject legislation be reported favorably by your committee, subject to the 
amendments indicated. 


STATEMENT OF BUELL H. BeprorD, PRESIDENT oF Beprorp PrRopucts, INc., 
DUNKIRK, N. Y. 


I am president of the National Preservers Association, which is a trade asso 
ciation having as its members manufacturers of jams, jellies, preserves, fruit 
butters, and marmalade. Our membership is spread throughout almost all of the 
States of the United States and represents approximately SO percent of the total 
American production of the products of the industry. 

At a meeting of the executive committee of this association I, as an officer of 
this organization, was authorized and instructed to appear here and make a 
statement in support of the enactment of H. R. 2769, with certain reservations 
which I will discuss. This authorization by our governing body, the executive 
committee, was affirmed at the annual convention of the association on March 8, 
last 

The National Preservers Association was a pioneer in seeking statutory au 
thority for the Food and Drug Administration to establish definitions and stand 
ards of identity for articles of food, including our own products. When this 
authority was provided in section 401 of the present Food, Drug, and Cosmetic 
Act ours was one of the first of the food industries to ask for hearings under 
that section of the law As a result, and thanks to the efficient and under 
standing cooperation of the Food and Drug Administration, we secured a schedule 
of standards of identity for our products which has resulted in tremendous im 
provement in the quality of our products. 

Before the promulgation of these standards the practice of substituting water 
and sucar for fruit in preserves and jellies was quite common. This resulted in 
no nly a cheat upon the consnming public but unfair competition with manu 
facturers who produced only pure quality products. The standardization of our 
products and the activities of the Food and Drug Administration, with which our 
association cooperated, cleaned up the industry and restored public confidence in 
factory-made jams and jellies. The industry has prospered. We believe we owe 
this to a good law which you Members of Congress gave us, and to the good work 
of the Food and Drug Administration in enforcing it 

Now the benefits of these achievements are threatened. It is our considered 
opinion that unless the Food and Drug Administration is armed with the power 
to make factory inspections, enforcement of the provisions of our standards will 
be made so expensive and tedious that the value of those standards to both the 
public and industry will be substantially impaired. 

The chemical analysis of a suspected jam or jelly to determine compliance with 
our standards is intricate and expensive. If a visiting inspector is enabled to 
secure samples of the fruit being used and other pertinent information, the in- 
vestigation of the finished product is greatly accelerated. 

I have been told that about SO percent of the evidence used in the prosecution of 
cases has been derived from factory inspection Qur industry can't afford to 
have the potency of our standards reduced to any such degree. We can't afford 
to lose any degree of the confidence the housewife presently has in the integrity 
of our products Without information derived from factory inspection, en- 
forcement, at least in our field, will be seriously handicapped. 
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Sanitary inspection is also important Our factories should be clear d 
most of them are always in that condition The fact that an inspector may 
Visit a plant at any time helps to keep them that wa We favor such sie 
tions, but in that connection we urge that the pending bills be amended to pro 
vide that the inspector shall furnish to the proprietor of the inspected pri mises 

opy of the factory nspection report he tiles with his offies 

When this proposed legislation was discussed at our recent conve 

umber of reputable manufacturers reported that some Federal inspectors d 
Visited heir factories, had been gi nm ac ss to verything, | 1 beet } 
to criticize freely and point out any errors that ere observes b a 
remained silent, only to later follow the ins] tion with a citatio 1} eve that 
even my hottest competitor desir to conform il requi n ) ! 
and if he is to open his doors to Federal inspect sh s entitled to be ad ed 
by that inspector what he is looking for and what he sees. If the prop ol s 
overlooked something the quickest way to bring him into compliance ) l 
his attention to it. We earnestly urge that H. R. 2769 be approved by this com 
mittee with an amendment which ill require that pon inspection a copy of 
he inspecto factory inspection report be promptly nished to e owners 
of ! lactor) inspected 

This is no more than is already done by the tate j ectors in my ow! 
of New York Keach nspector gives sa copy of fi LNs} { n eport men 
he leaves and discusses freely with us all conditions ind th should 
improved 

A number of other State food officials follow this policy. We hav written 
to several State officials to learn their practice and find th: t quite ce« 
for State inspectors to give copies of their inspection reports to the n 
ment of the premises inspected lor instance, the chief of the Food Divisior f 
he Food and Drug Commission of Connecticut writes : 

“Please be advised that this policy is an administrative one and it is not neces 
sarily required by statute or regulation. We have always felt that the lea g 
of a duplicate copy of the inspection and r quiring someone in authority to sigt 
the inspection report was a good business policy. There can be no misundet 


standing as to what was actually recommended and there can be no denia 





egarding receipt of the information where the signature of som ei ut! t 
is required,” 

I think it would be helpful to both Government and members of the food in 
dustry to require that copies of all factory inspection reports be given to ( 


proprietors of the factories inspected. 


STATEMENT OF FULLER HOLLOWAY, COUNSEL, TorLeT Goops ASSOCIATION 


The Toilet Goods Association represents more than 90 percent, by volume, of 
the manufacturers of perfumes, cosmetics, and other toilet preparations, 


FACTORY INSPECTION 


The Toilet Goods Association concurs with the proposed legislation as set forth 
in H. R. 2769 (introduced by Mr. Wolverton, by request). The association believes 
that the authority for factory inspection, supposedly granted under the provisions 
of section 704 of the Federal Food, Drug, and Cosmetic Act but nullified by the 
Supreme Court, should be reenacted into law without change, except that the 
provision, “after first making request and obtaining permission of” (which provi- 
sion in conjunction with section 301 (f) was held by the Supreme Court to be too 
vague for judicial enforcement) should be stricken and in lieu thereof the concise 
provision “after first giving written notice to” should be inserted. 

H. R. 2769 would give precise authority to inspect and it retains all the powers 
of inspection as they existed in section 704 of the act in accordance with the 
intent of Congress when the legislation was enacted. The Toilet Goods Asso- 
ciation, therefore, believes that H. R. 2769 should be enacted and in the precise 
form as introduced in the House of Representatives by Mr. Wolverton. 


STATEMENT OF NATIONAL GRAIN TRADE CouNCII 


The National Grain Trade Council appreciates this opportunity to submit to 
the House Committee on Interstate and Foreign Commerce views and suggestions 
relative to the above bills. The purpose of those bills is to amend the Federal 
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Food, Drug, and Cosmetic Act to overcome the results of the United States 
Supreme Court decision in the Cardiff case, decided December 8, 1952. 

In the letter transmitting a proposed amendment to the act, which proposal is 
embodied in the bills H. R. 2769 and H. R. 3604, it was stated that in view of the 
Cardiff holding, the integrity of the Nation’s food, drugs, and cosmetics had been 
placed in jeopardy. It was further stated that factory inspection on a voluntary 
basis could not be relied on to carry out the other purposes of the act. 

Your committee should know that we are in sympathy with the objectives of 
the administrators of the Federal Food, Drug, and Cosmetic Act. You should 
know that the owners and operators of warehouses or factories through which 
grain moves in interstate commerce, have in many instances advised the admin- 
istrators of the act of the willingness on the part of those owners and operators 
to have their premises inspected at any time without any prior written notice, by 
representatives of the Department of Health, Education, and Welfare. Those 
Government representatives have consistently, over the past year, recognized the 
high degree of cooperation received from the owners and operators of grain 
warehouses. This recognition is evidenced by statements issued by the Gov- 
ernment in monthly progress reports. 

Indicative of this recognition is the statement in the progress report for the 

month of January 1953: “Cooperation by the industry as a whole in permitting 
continued elevator inspections notwithstanding the Supreme Court decision in 
the Cardiff case, has been excellent. Only one country elevator in Kansas refused 
permission to inspect.” Similar cooperative and effective activity on the part of 
the grain and milling trades was commented on in the progress reports for each 
prior month of 1952, commencing with the monthly report for July of that year, 
which was the first such report issued. And in describing the effectiveness of 
the grain warehousing trade’s activities, Mr. Larrick, Deputy Administrator of 
the Food and Drug Administration, on March 10 of this year, stated to the Senate 
Committee on Agriculture that in 1952 the grain warehousing industry had as- 
sured them that a program of education would be undertaken ; that such program 
was undertaken and “they did a beautiful job of that.” 
It would seem appropriate, however, to note that the effect of all three bills 
before your committee is to grant to every designated officer or employee blanket 
search wrrant authority to search every plant where food or drugs or cosmetics 
are processed or held for sale, provided those plants are engaged in interstate 
commerce. None of the bills proposes that standards of sanitation be developed, 
as is the case with plants covered by the Meat Inspection Service of the Depart- 
ment of Agriculture. And it may be that the absence of standards, coupled with 
the blanket authority of search and in this case probably seizure, may, at a later 
date, cause the courts to hold that the attempted grant is unconstitutional. 

To assure effective industry cooperation, we suggest a proposed amendment to 
the bills now before your committee which in turn would further amend the Fed 
eral Food, Drug, and Cosmetic Act if any of the bills is to be reported favorably 
We would suggest that an additional subsection, numbered 3, be added to section 
704 of the Federal Food, Drug, and Cosmetic Act and that this subsection read as 
follows: 

“(3) A copy of findings and reports made as the result of such inspection shall 
be promptly mailed by the person making the inspection ‘to the main office of the 
eperator or owner of the plant which has been the subject of inspection.” 

The reason for this suggestion is that many companies in the food, drug, and 
cosmetic industries carry on multiplant operations. Their main offices are lo- 
cated at points away from those plants which may be inspected by representatives 
of the Food and Drug Administration. In the interest of accomplishing good 
housekeeping results and assuring a steady flow of foods and drugs and cosmetics 
which will meet the standards of the Department of Health, Education, and Wel- 
fare, we believe that as inspections are made Congress should require that reports 
of those inspections be sent immediately to the main office of the company whose 
plant has heen inspected, that top management personnel there may take imme- 
diate action to remedy any conditions alleged to be in violation of the Federal law. 
We believe that such a requirement will insure more effective cooperation. We 
believe that such a requirement will materially assist all industries in meeting 
the sanitation requirements of the Department of Health, Education, and Welfare 
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CONGRESS OF THE UNITED STATES, 
House or REPRESENTATIVES, 
Washington, D. C., June 2, 1958. 


Hon. CHARLES A. WOLVERTON, 
Chairman, Committee on Interstate and Foreign Commerce. 
(Attention Mr. Kurt Borchardt.) 


My Dear Mr. Wotverton: I have been informed that hearings have been com- 
pleted on several bills regarding factory inspection in the enforcement of the 
Federal Food, Drug, and Cosmetic Act, and in that connection, I submit here- 
with a letter from Mr. Sam B. Gillett, Jr., of Canutillo, Tex., wherein he makes 
what is apparently a very good point. 

Trusting that the committee will give consideration to Mr. Gillett’s views, 
and requesting that his letter be made a part of the record, I am, with best 
wishes and regards. 

Sincerely, 
KEN REGAN. 


VALLEY CANNING Co., 
Canutillo, Ter., May 26, 1953 
Hon. Ken REAGAN, 
House Office Building, 
Washington, D. C. 


Dear Mr. REAGAN: I note in one of the canning journals that the House In- 
terstate Commerce Committee is holding hearings on bills to restore the right 
of factory inspection to the Food and Drug Administration. 

We have no reason to deny inspection of our plant at any time but we 
think that we are entitled to a report on samples that the Food and Drug In- 
spector picks up at our plant. This could be a duplicate copy of their chemist 
report and the only additional work involved would be addressing an envelope 
to the processor. 

As the Food and Drug operates at present; they come into our plant, look 
everything over, and leave with samples of everything they inspect. If they 
find anything wrong, they immediately start a search for the products as they 
cross a State line. My idea would be that if a report was returned to us on the 
findings, we would never offer the merchandise for sale and we believe that the 
average processor would do the same and consequently the Food and Drug 
would be spared the necessity of trying to locate questionable merchandise 
across a State line. 

This will give a viewpoint at least and hope that it will be of some value 
when the new bill comes up for a vote. 

Yours very truly, 
SaM B. GILert, Jr 


STATEMENT OF HERMAN FAKLER, VICE PRESIDENT, MILLERS’ NATIONAL FEDERATION, 
Wasuinotron, D. C. 


Mr. Chairman and members of the committee, my name is Herman Fakler. 
I am vice president of the Millers’ National Federation, in charge of its Wash- 
ington office. The Federation is the national trade association of the wheat 
flour milling industry of the United States. Its membership is composed of 
flour milling companies located in 36 States and the District of Columbia. These 
flour milling companies produce approximately 85 percent of the commercial 
flour production of the United States. 

As an industry, we have the high privilege of producing a basic food product. 
It is our obligation to produce a nutritious and a clean food. This involves 
not only the maintenace of the highest standards of sanitation in our grain 
elevators and flour mills, but also the maintenance of high standards in the 
selection, purchase, and handling of our raw material. 

We have an obligation to the producer of wheat to provide a market for his 
product. We have an obligation to the consumer to produce a nutritious and 
clean product. We have an obligation to the Government to observe the law 
which is designed to protect the consumer. We are proud of our record of 
achievement in discharging these obligations. We are pleased that on numerous 
occasions officials of the Food and Drug Administration, as well as of other 
Government agencies, have recognized this achievement and have taken occasion 
to praise the industry. 
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Flour millers have no objection to the inspection of mill and elevator facilities 
by recognized and official inspectors of the Federal Food and Drug Administration. 
To my knowledge, no flour miller has refused to permit such inspection, when, 
requests have been made at reasonable times. As a matter of fact, for a period 
of 1 year over 100 flour millers volunteered to submit to regular periodic in- 
spections of their mills and elevators in cooperation with the Food and Drug 


Administration, which was conducting an exhaustive study of the incidence of 


insect and rodent contamination of wheat. This program was conducted in 
the public interest and members of the flour milling industry cooperated will- 


ingly in the investigation 

Whenever an inspector of the Food and Drug Administration requests per- 
mission to inspect a flour mill plant, and the permission is granted, a repre- 
ntative of mill management accompanies the inspector to observe the condi- 
tions examined by the inspector, to take samples of material when the inspector 
takes such samples, and at the completion of the inspection takes careful note 
of any comments made by the inspector concerning his observations In this 
way, plant Management places itself in position to correct immediately any 
condition Which may be found to require correction 

The Millers’ National Federation in behalf of its member flour milling com- 
panies is authorized to say to you, Mr. Chairman, and to the members of your 
committee, that our members favor the amendment to the Food, Drug, and 
Cosmetic Act proposed by the Secretary of Health, Education, and Welfare, 
and supported by Mr. Charles W. Crawford, Commissioner of the Food and Drug 
Administratio! This amendment is embodied in H. R. 2769. 

We do take note of questions which have been raised concerning the extent 
and scope of the proposed authority to make factory and plant inspections. 
We believe these questions should have careful and serious consideration by your 
committee in the general public interest 

We believe it is reasonable for the Congress in granting the authority for 
plant inspection to make certain that it will be exercised in a reasonable manner, 
not only in the interest of the consumer, but also in the interest of the owner 
and operator of the food plant 

We believe such safeguards, when interpreted properly and reasonably to 
carry out the intent of Congress, already exist in the Food, Drug, and Cosmetic 
Act. However, we believe it would be proper for your committee, if it decides 
to recommend the proposed amendment for favorable action by the House of 
Representatives, to make clear that the Congress in granting the authority for 
factory inspection requested is not thereby endorsing a broad and unlimited 
interpretation of that authority. 

In closing, I am privileged to assure your committee, and the consuming 
publie, that the flour milling industry will continue to maintain high standards 
of sanitation in its plants and elevators so that the industry can meet its obliga 


tion to consumers to produce clear flour and cereal products 


The Cuarrman. I wish to reiterate that anyone who has any amend- 
ments that they think should be brought to the attention of the com- 
mittee and consideration oiven to them should feel perfectly free to 
make known to the committee either through the clerk, through the 
staff, or to myself. 

I assure you they will receive the consideration of the committee. 

There is a very real desire on the part of the committee, I take it, 
to make certain that the department is not handicapped in the work 
that it is called upon by Congress to do in order to promote the 
welfare of our people. At the same time, it is our hope that a method 
can be provided that will not prove injurious to the industries that 
will be affected by such powers and authorities as the Food and Drug 
Administration may have. 

To accomplish that purpose we seek all the help that can possibly 
be given to us with assurances that whatever suggestions are made 
from any sources whatsoever will be considered and if some of the 
industry representatives like to confer with the representatives of 
the Food and Drug Administration, I hope that the latter will feel 
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free to cooperate with them to the end that language mutually satis- 
factory may be presented to the committee for its furth 
tion. 


1 
er Cohsidera- 


Is there any comment anyone wishes to make or any questions they 
wish to ask before the committee adjourns? 

Mr. Crawrorp. I would like to confirm your statement that tradi- 
tionally the Food and Drug latchstring has been out for discussion 
of problems of this kind, and we will welcome anyone who wishes to 
come -~ that purpose. 

Ma | also say that ] believe it will be of help Lo the committee, I 
sonar it will be, if we are privileged to file a statement clarifying and 
commenting upon some of the testimony that has been itrod iced 
within the last 2 days. I would like the privilege of filing such a 
statement as that, if you wish, Mr. Chairman. 

The Cuarrman. I think you should have that privilege. ‘Those 
who appear first in any cause, whether it is before a committee or in 
court, find it necessary, I think, in most cases, and they should have 
the opportunity, to clarify and amplify statements that have been 
made subsequent to their ap pearance. 

Those who have appeared since you testified have had the oppor- 
tunity to refer to your statement except as you have been called upon 
by members of the committee to make reply. I think 1 t will be very 
proper to give you the opportunity of making such re ply as you feel 


is necessary in order that the committee will have all the information 
that is possib le. 


So you will have that privilege, Mr. Crawford. 
Mr. Crawrorp. Thank you, Mr. Chairman. 
(The material referred to follows :) 


SUPPLEMENTAL STATEMENT BY ©. W. CRAWFORD 
BACKGROUND ON PROPOSAL TO SUBMIT INSPECTION REPORTS TO FACTORY 


The proposal that a copy of the inspector’s report be furnished to the factory 
with copies of analyses of samples taken by the inspector reflects the view that 
the Food and Drug Administration should aid manufacturers to comply with 
the law. 

We thoroughly agree with that view. In administering the law it is necessary 
that preventive measures be strongly emphasized. Even with the best success 
in prevention there would remain enough violations to keep a force several times 
our size occupied with profit to both consumers and legitimate industry. It is of 
the greatest importance that with our present small force the maximum of volun- 
tary compliance be gained. 

However, efforts to help industry would be mistaken if they lessened the in 
centive to voluntary compliance or if they made it easier for the careless, the 
indifferent, and the criminal to escape. There are persons who ignore repeated 
warnings to clean up their plants, or who relabel oleomargarine as butter, or who 
furnish “goof balls” (barbiturates) to high-school peddle rs, or dangerous drugs 
to abortionists. Operations in one or more of these or similar categot are 
turned up practically every day by our small corps of inspectors. In considering 
this legislation these persons, as well as the great majority of honest business- 
men, should be kept in mind. 

The basic purpose of the Food, Drug, and Cosmetic Act is to protect con- 
sumers against adulterated and misbranded products. Food and drug legi 
tion, both State and Federal, has traditionally placed responsibility for compli- 
ance squarely on the manufacturer. The soundness of this legislative policy 
was demonstrated by an experience of the Food and Drug Administration during 
the late 1920's. 

The Administration then adopted the practice of supplementing oral warnings 
given by inspectors of objectionable conditions they observed in factories with 


siq- 
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written warnings on violations generally, except those of the most serious or 
deliberate character. It became evident after a few years that many manufac- 
turers were not troubling themselves to correct illegal conditions until they re- 
ceived a warning. Many who committed serious violations protested against 
seizures when no prior warning had been given. 

Because this practice encouraged avoidance of the responsibility placed on 
the manufacturer by law, because it was tending to shift that responsibility 
to the Government, and because it was thus lowering the degree of voluntary 
compliance, it was abandoned. However, instructions were continued to inspec- 
tors to advise the plant management concerning any condition or practice ob- 
served during inspection which in their opinion was likely to result in the pro- 
duction of illegal products. While this occasionally results in the surreptitious 
disposition of adulterated articles, that disadvantage is outweighed by the 
voluntary compliance obtained. 


CURRENT CRITICISMS OF ENFORCEMENT 


Much of the current criticism of inspection and enforcement procedures was 
expressed in the testimony of Mr. H. K. Bachelder, representing the tomato- 
canning industry of Indiana. This criticism arises from legal actions based on 
insanitary factory conditions and contamination of tomato products with rot, 
fly eggs, and maggots. The great bulk of the tomato-canning industry, including 
that of Indiana, is successfully avoiding such contamination. The canning 
industry boasts—and that boast is justified with but few exceptions—that the 
job it is doing for the housewife is done better and in a more sanitary manner 
than she can do it in her home kitchen. Only a small nucleus of éanners have 
failed to adopt the sanitary practices required to support that claim. 

The food law, as it has been enforced since the original Food and Drug Act 
of 1906, does not require the impossible to avoid even the “minor violations” of 
which Mr. Bachelder spoke. The tomato canner can avoid any question of 
legality of his products if he shows the same regard for consumers that the 
housewife shows for her family in canning tomatoes in her kitchen. She discards 
spoiled fruits and trims out rotten spots and open cracks. She keeps the fruit 
protected against flies. 

If the canner uses reasonable care in selection and protection of raw stock 
and provides for its adequate sorting, trimming, and processing in a clean plant, 
his product will be as good as or better than that prepared in the average home 
kitchen. He need have no fear of legal action. He need not concern himself 
about mold count or fly egg and maggot count. He need not concern himself 
about the dividing line between minor and major violations. 

It is true that more care is required to select and handle tomatoes in a hot, wet 
season, when growth cracks and spoilage are more likely to occur and flies are 
worse, than in a cool, dry season. Sut the great majority of canners exercise 
that care and continue to maintain standards at least as high as those of the 
housewife. Only those who doubt that they are maintaining those standards 
have any basis for concern about mold count or fly egg and maggot count. 

The methods for making these counts were devised as enforcement tools for 
objective examination of samples from interstate shipments. Many times a par- 
ticular shipment cannot be identified as the same lot that inspectors, during their 
infrequent visits, have seen canned from poorly sorted or fly-contaminated stock. 
These methods reveal the extent of contamination, if any, by rot resulting from 
mold and by flies. It is unfortunate that these methods have become used as a 
quality control measure in the cannery, in lieu of emphasis on efficient sorting, 
trimming, and sanitation. 

During the last 30 years we have investigated many complaints that in wet 
seasons sound tomatoes will yield products showing a high mold count. In not 
one instance has the complaint been justified. Either the sorting and trimming 
job was inefficient or the technician who made the mold counts was not properlv 
applying the method. 


rHE CASE OF UNAUTHORIZED INSPECTION 


Mr. Bachelder quoted in his testimony comments by Judge Steckler, of the 
Southern District of Indiana, in the trial of a case in which he granted an in- 
junction against interstate shipment by the New Palestine Canning Co., New 
Palestine, Ind., of canned tomatoes contaminated with rot. The judge criticized 
Food and Drug inspectors for “virtually trespassing upon private property and 
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entering into that property without the owner's consent during the course of a 
trial in equity in this court.” 

We have thoroughly investigated this incident. Over a weekend recess in 
the trial, two inspectors were sent to New Palestine to interview prospective 
rebuttal witnesses. One of the inspectors had been accused by the defense 
of falsifying his testimony about a measurement on a curtain piece of equip- 
ment. While in New Palestine the inspectors stopped at the New Palestine 
Canning Co., and talked with Mr. Frank Adcox, who was living with his family 
in a dwelling on the cannery premises. Because Mr. Adcox was recognized by 
the inspectors as an employee of the plant during the preceding canning season 
they assumed that he was custodian. No one else was about the place. The 
time of their visit was 3 p. m. on Sunday, January 27, 1952. 

The inspectors discussed some of the developments of the case with Mr. 
Adcox and expressed a desire to remeasure the equipment. One said to Mr. 
Adcox, ‘“Let’s go see it.’ Mr. Adcox did not orally consent or refuse but went 
with the inspectors to the cannery building where the equipment was housed. 
At that point was a doorlike opening, beginning about 18 inches above ground. 
The opening was covered by an unfastened, hinged wooden door which stood 
slightly ajar. The inspectors swung the door open and stepped inside, less than 
8 feet from the door. They measured the equipment, came out and closed the 
door. 

The incident was brought up in court the following day by the defense attor- 
ney who developed that Mr. Adcox was not custodian of the plant and did not 
specifically consent to the inspector’s entry. 

The inspectors were obviously mistaken in their assumptions. Events proved 
their judgment faulty in that respect. They were appropriately reprimanded. 

About once in 2 or 8 years we hear a story alleging misconduct by an inspec- 
tor which is sufficiently specific, or where sufficient information can be ob- 
tained on diligent inquiry, to permit investigation. Every complaint is com- 
pletely and painstakingly investigated if we can find even a starting point. 
Where the facts confirm the complaint, wholly or in part, reprimand or dismissal 
of the offending inspector, as the facts warrant, has always promptly followed 

Unquestionably Mr. Bachelor was entirely honest in repeating the story that 
“two of the Department men went out and broke into the factory” at New Pales- 
tine, “that they went in, as I understand, through a window that had been 
boarded up.” But the story is typical of those originated by an extremely small 
but highly vocal minority who believe they stand to gain by thus discrediting 
enforcement procedures against adulterated products. 


ALLEGED FAILURE TO GIVE WARNING 


In Mr. Bachelder’s excerpt from Judge Steckler’s opinion the Food and Drug 
Administration was further criticized for not taking action during the canning 
season and for permitting the canner to go ahead and put up his pack. In refer- 
ring to this case Mr. Bachelder testified: “There was nothing effectively done 
to indicate that the goods would be shipped or would be considered adulterated, 
and the canner went ahead and put up an entire pack and he borrowed money.” 

At the stage in the court proceedings when Judge Steckler made that comment 
he had not yet been advised of specific warnings to Mr. Virgil Etchison, owner 
of the cannery. On September 12, 1951, the inspector told him of the objection- 
able conditions in his operations and that far too much rot was entering the 
product. Mr. Etchison said he felt the conditions would be better as soon as 
his poorest stock was used up. The inspector told him that the next oldest stock 
would be equally bad in another day. Mr. Etchison stated that the inspector's 
observations were correct and that the inspection was helpful to him. Again on 
September 20, 1951, inspectors told Mr. Etchison that far too much rot was 
entering the product; that the outside toilets were unfit and should be removed. 
Mr. Etchison agreed with these observations and indicated that he would board 
up or tear down the outhouses. He said he would try to get additional sorters 
for the stock for juice. He also indicated he would attempt to control flies to 
a greater extent and said that improvements would be made for the next season’s 
pack. 

DECISION TO GIVE WRITTEN WARNINGS 


As I told the committee in my oral testimony we have determined that, begin- 
ning with the next packing season, oral warnings about insanitary conditions 
given by inspectors to tomato canners will be supplemented by leaving with the 
canner a copy of a checklist, filled in by the inspector as he goes through the 
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plant, showing specifically the insanitary conditions he observes. This will make 
accurate information directly available to all responsible members of the firm. 
It will also confirm the inspector’s testimony that oral warning was given when 
that becomes an issue in the trial of a court case, as has occurred in tomato cases 
2 or 3 times in recent years. Contrary to Mr. Cardiff's statement, inspectors do 


not ordinarily travel in pairs, and documentary evidence confirming warnings 
may be advantageous 

In 45 years of enforcement there bas been no significant desire expressed by 
al ndustry for inspectors to leave written statements of objectionable conditions 
Ww the plant management, except in the case of grain-elevator operators and 
tomato canners. The elevator cheeklist was put into effect more than a year ago 


We intend to extend this procedure to other industries to the extent that voluntary 





compliance may be promoted or that it may be advantageous to enforcement 
FACTORY SAMPLES 
Co dering a requirement that copies of analyses of samples obtained at a 
factory be sent to the management, the nature and purpose of such samples should 
be kept in mind. Many are collected simpiy for research purposes such as com 


janning our operations, or to be considered in the 
drafting of standards for food products. Others are collected from materials 
which are used by the factory as ingredients. If such samples indicate a viola- 
tion, the end result may be an action against the supplier of these materials 
ather than on the output of the factory where the samples were collected. 

Finally samples may be collected from the firm’s finished pack to see whether 
examination tends to confirm bad conditions reported by the inspector, or tends 
to reveal bad conditions he has not observed. These results are weighed with 
other facts in deciding whether to sample interstate shipments from the factory 
with legal action in view if analysis warrants. These official samples taken from 
interstate shipments must be big enough and so selected as to be representative 
of the lot sampled. Those taken at the factory are ordinarily much smaller. 
A general practice of sampling adequately the entire pack on hand in the factory 
would be prohibitively expensive and highly wasteful, since the inspector cannot 
know whether the pack or any particular part of it will go interstate or can be 
found if it does. With all the economies we can devise our annual expenditures 
for samples are still heavy 

In the case of tomato products particularly, which are usually far from 
homogenous, these factory samples are seldom representative. Results of the 
individual analyses alone may be highly misleading. For these reasons we 
have never considered seriously sending copies of the analysis to the canner. 
To do so would lead to continuous misunderstandings. 

In every case where examination of a factory sample indicates that a poisonous 
substance may have been used we immediately notify the factory, make a thor- 
ough investigation, and if the facts warrant institute a recall program on out- 
standing stocks. The factory management usually cooperates in these programs. 


piling data to be used in } 











THE RECORD OF CARDIFF CASES 


Our records show the following litigation with Dr. Ira D. Cardiff and his firm, 
the Washington Dehydrated Food Co 

On or about November 24, 1926, Washington Dehydrated Food Co. shipped 
1,286 bags (64,300 pounds) of dried-apple chops, labeled in part “Not for human 
consumption” but shipped to an apple-butter manufacturer at Blue Island, II. 
Examination of samples showed dangerous amounts of arsenic and lead. Seizure 
action resulted in a consent decree providing for the removal of the arsenic and 
lead 

On or about September 27, 1931, Washington Dehydrated Food Co. shipped 
457 bags of dried-apple scraps and 463 bags of dried-apple chops to St. Louis, 
Mo., for use in making apple butter and jam and jelly. Examination of samples 
showed extremely large quantities of arsenic and lead. The products were seized 
and under court order part was destroyed and part was processed to remove 
arsenic and lead. <A criminal information was filed against the Washington 
Dehydrated Food Co. The case was tried to a court and jury on October 5, 1933, 
at Yakima. Wash. The defendant was found guilty and fined $50. 

On or about November 2, 1934, Washington Dehydrated Food Co. shipped to 
Kansas City, Mo., 180 bags of dried-apple chops. Examination of samples re- 
vealed large quantities of arsenic and lead. Seizure was effected on April 19, 
1935. A default decree of condemnation, forfeiture, and destruction of the apple 
chops was entered. 
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On or about December 1, 1934, Washington Dehydrated Food Co. shipped, via 
steamer to Havre, France, 482 bags of dried-apple chops intended for use in 
manufacturing food. Analysis showed large quantities of arsenic and lead. 
Since the steamer had departed Seattle, Wash., when the analysis was com- 
pleted, seizure was instituted by removing the product from the vessel at San 
Francisco, Calif., pursuant to order of the United Stutes district court. The 
trial of the case was begun on February 26, 1935, at San Francisco, to the court 
without a jury. The court determined that the issues turned on the application 
of the proviso in the Food and Drugs Act of 1906, which permitted exportation 
of adulterated foods prepared according to specifications of the foreign purchaser 
and not in conflict with the laws of the country to which consigned. The court 
found that the Government had not sustained proof of violation of the laws of 
France, and the case was dismissed. 

On or about February 27, 1935, Washington Dehydrated Food Co. shipped to 
Kansas City, Mo., 995 bags of dried-apple chops intended for use in manufacture 
of jelly, preserves, and apple butter. Ixamination of samples revealed large 
quantities of lead and arsenic and seizure was effected on April 16, 1935. The 
case was tried to a court without a jury. The judge resolved the conflict in 
expert testimony in favor of the claimant. The court of appeals affirmed the 
decision on the ground that the findings of fact by the trial judge could not be 
disturbed unless unsupported by evidence. 

On or about April 20, 1989, Washington Dehydrated Food Co. shipped 96 
bags of dried-apple chops to St. Louis, Mo. Examination of samples showed the 
product to be filthy by reason of the presence of insects, insect parts, excreta, 
and worms. Seizure action resulted in a default decree and the entry of a court 
order for destruction. 

On or about December 9, 1948, Dehydrated Foods Ine. shipped from Cashmere, 
Wash. to Los Angeles, Calif., 1,240 bags of dried-apple chops. Examination of 
samples showed large quantities of arsenic and lead. Seizure action was ir 
stituted and Washington Dehydrated Food Co. appeared as claimant. The case 
was tried to a court and jury as Fresno, Calif., and resulted in a verdict that the 
article was not adulterated. While appeal to the Ninth Circuit Court of Ap 
peals was pending, the claimant moved to dismiss on the grounds that the goods 
reserved to maintain the issues had become spoiled and the case was moot. 
The court of appeals entered an order dismissing the appeal and directing the 
court below to enter a decree of condemnation, forfeiture, and destruction of the 
remaining apple chops. 

On or about January 26, 1946, Washington Dehydrated Food Co. shipped to 
Louisville, Ky., 660 bags of evaporated pear chops. Examination of samples 
showed that the article was filthy because of the presence of rodent pellets, 
rodent hairs, and insects. Seizure resulted in a default decree of condemnation 
and forfeiture and the court ordered the goods disposed of for animal feed 

On or about May 26, 1950, Washington Dehydrated Food Co. shipped to 
Louisville, Ky., 119 bags of dried-apple chops. Examination of samples showed 
heavy infestation with insects, larvae, and excreta. Seizure resulted in entry 
of a default decree and order of the court for disposition as animal feed In this 
case, and in the two seizure actions involving filth previously mentioned, it was 
not possible without factory inspection and by analyses alone to determine where 
the contamination occurred, whether in Dr. Cardiff's plant or after the foods 
were shipped. 

On or about March 31, 1950, inspectors of the Food and Drug Administration, 
after indentifying themselves and showing credentials, requested permission to 
inspect the premises of Washington Dehydrated Food Co. at Yakima, Wash 
und were refused permission by Ira D. Cardiff of that firm. A criminal 
information based on Dr. Cardiff's refusal was filed in the district court at 
Spokane, Wash. about October 10, 1950. Trial before the court without a jury 
on Mareh 30, 1951 resulted in a verdict of guilty and a fine of $3800. On Febru 
ary 13, 1952 the Court of Appeals for the Ninth Circuit reversed the judg 
ment of the court below. The Supreme Court, on December 8, 1952, sustained 
the judgment of the appellate court and affirmed the order dismissing the action. 


SEARCH WARRANTS 


The General Counsel's Office of the Department advise us that there are 
lear congressional precedents for inspections of the type we proposed wit] 
out the necessity of a search warrant. For example, 26 United States Code 
3601. originally enacted a great many years ago, authorizes internal revenue 
inspectors to enter any establishment where articles subject to tax are made, 
produced, or kept, for the purpose of examining such articles, : 
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Examples from legislation administered by the Department of Health, Educa- 
tion, ani Welfare are sections 351 (c) and 361 (a) of the Public Health Service 
Act. Section 351 (¢) authorizes any officer, agent, or employee of the Depart- 
ment, who has been authorized for the purpose by the Secretary, to enter and 
inspect during all reasonable hours any establishment for the propagation or 
manufacture and preparation of any virus, serum, toxin, antitoxin, or analogous 
product for sale, barter, or exchange in the District of Columbia, or to be trans- 
ported in interstate or foreign commerce. Section 361 (a) authorizes the Surgeon 
General to provide for inspection in the enforcement of the interstate and foreign 
quarantine regulations. 

A requirement that inspection be conditioned on our obtaining a search warrant 
would largely defeat the purpose of inspection. The delay incident to this pro- 
cedure would thwart enforcement. And in many instances we would be unable 
to make the “probable cause” showing necessary to have the warrant issued. 
Kule 41, Federal Rules of Criminal Procedure, would require us to show that the 
factory, establishment, or vehicle sought to be inspected was “designed or intended 
for use or * * * is or has been used as the means of committing a criminal 
offense” before we could obtain a search warrant. Since manufacture of mis- 
branded or adulterated drugs is not itself ordinarily an offense under the Federal 
Food, Drug, and Cosmetic Act, such a showing would be a practical impossibility 
in Most cases. 


CONFIDENTIALITY OF PRESCRIPTION FILES 


Prescription files are required to be kept under State pharmacy laws. Such 
files are generally regarded as open to inspection by appropriate authority to 
determine compliance with laws governing the practice of pharmacy or restrict- 
ing the sale of dangerous drugs. It seems inconsistent to contend that examina- 
tion of these files by Food and Drug inspectors would violate a confidential rela- 
tionship, while admitting the propriety of inspection by narcotic agents and State 
pharmacy inspectors. 

There are decisions under the narcotic laws and the old liquor control laws 
holding that prescription files are in the nature of special licenses permitting 
Sales. In passing the Durham-Humphrey amendment, Congress required that 
a pharmacist have a prescription before certain drugs could be sold. If we are 
forbidden to examine prescription files, it will be difficult, expensive, and in many 


cases impossible to enforce this amendment. 
Experience has shown that examination of prescriptions is sometimes vitally 
necessary as a lifesaving measure. When dangerously adulterated drugs are 


at large we have many occasions to trace them beyond the drugstore to prevent 
loss of life. 

The Crarrman. Is there anything further, gentlemen? 

If not, the committee will stand adjourned until Mr. Harrop ap- 
pears. If he does not come back, then we will adjourn formally. 
Otherwise, I will wait for his return. 

All right, Mr. Harrop, we shall be pleased to hear from you. 

Something has been brought to my attention within the last 2 or 3 
minutes that indicates that you speak for an association that has 
within its membership some of the largest manufacturers of drugs in 
the country. 

Also, the fact that you had much to do with the drawing up of the 
amendment which we are now considering. 

I think under these circumstances your importance is such that you 
should have been heard before this. I regret that the circumstances 
have been such that you are the last to be heard instead of the first. 

Yesterday we heard the proponents of the legislation. It seemed, 
therefore, fair that today we should hear the opponents. You were 
listed on my list here as a proponent. Therefore, I did not feel it 
fair to call on you to testify until the opponents had an opportunity 
to be heard. 

I endeavor to make as much apology as I can to you, together with 
an explanation of the situation and the regret that it has occurred. 
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However, I assure you that whatever you say at this time, whatever 
statement you have to make, I will personally see that it is brought 
to the attention of the committee when the executive session is held. 

So you may rest assured that even though the members are not all 
here at this moment, your statement will be read to them when we 
take up the question of what should be done in this matter. 


STATEMENT OF LESLIE D. HARROP, GENERAL COUNSEL, AMERICAN 
DRUG MANUFACTURERS ASSOCIATION 


Mr. Harror. Thank you, Mr. Chairman. 

I will try to make this as brief as possible. 

My name is Leslie D. Harrop. I am general counsel for the Ameri- 
can Drug Manufacturers Association. I am also president and gen- 
eral counsel of the Upjohn Co. A list of the firms who are members of 
this association is appended to this statement. 

We are in favor of the enactment of H. R. 2769, provided that the 
committee report transmitting this bill has incorporated in it and 
affirms the limited purposes for which the bill was recommended. 
We should like to develop this point at a little greater length in a 
moment. 

The members of our associat ion have alw ays been in favor of proper 
factory inspection. We inspect our own plants, laboratories, and 
factories constantly throughout every working day of the year. 
Only by such devoted attention to good housekeeping can a pharma- 
ceutical plant be kept in the scrupulously clean condition that should 
be a condition precedent to the manufacture of drugs. 

We know of no instance since the enactment of the Food, Drug, 
Cosmetic Act in 1938 when a member firm of our organization has 
denied the Food and Drug Administration the right to make reason- 
able inspection of one of our plants. Since the Cardiff case, we are 
unaware of any instance where a member firm has chosen to stand 
upon its strict legal rights, as defined in this case, and refuse the 
representatives of the Food and Drug Administration the right to 
enter and make proper and duly limited factory inspection. 

Secretary Hobby has made it abundantly clear, in our opinion, that 
the enactment of this bill is for the sole and limited purpose of elimi- 
nating the requirement that permission be granted before inspection 
can take place. In her letter of transmittal, she said: 

Time is of the essence in restoring the needed authority to prevent loss of the 
progress made over the past 14 years. A simple amendment to eliminate the 
need for obtaining permission before making inspections can restore the vital 
provisions and should avoid needless controversy over the scope of the inspection 
authority. 

We are content to leave to the United States courts the problem of saying 
how far the authority extends. Efforts to change the substantive language 
in any way will involve heated controversy and is likely to delay enactment. 

Seeking further reassurance the National Canners Association 
posed the following question to Mrs. Hobby on February 4—referring 
to her letter of transmittal they said: 

We understand this paragraph, as well as the letter as a whole, to indicate 
the scope of the request to Congress as being limited to the precise point as 
to the right to enter and inspect establishments dealt with in the United Statcs 


v. Cardiff. * * * As you know, there remain areas of forthright and respect- 
ful disagreement as to the scope of the inspection authority in section 704. par- 
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ticularly as to what is comprehended within subdivision (2) of that section. 
In short, the sole purpose for which Congress is being asked to amend section 
704 is to eliminate the requirement for permission; and the requested amend- 
ment, if enacted, is not to be considered as having changed the law with respect 
to the scope of authorized inspection from that originally enacted and existing 
prior to the decision of the Supreme Court in the Cardiff case. 

Tothis Mrs. Hobby replied: *Your understanding of the paragraph 

; | era} 
is correct.” 

There still persisted a disquieting fear in some parts of the affected 
industries that the enactment of this bill might be construed to 
breathe a different meaning into the words of the statute than that 
which had existed prior to the Cardiff case. This was based upon 
the fact that the Government, in arguing the Cardiff case, had out- 
lined a number of factors it thought might be encompassed in factory 
inspection. To try to clarify this issue, the American Drug Manu- 
facturers Association placed the question before Mrs. Hobby, and on 
March 20 received the following reply: 

Your letter of March 11, 1953, relating to H. R. 2769, and §S. 835 inquires 
whether we would regard the passage of the proposed legislation as congressional 
acceptance of statements made in the Government's petition for a writ of certi 
orari in the Cardiff case 

Your understanding that we propose to leave all questions involving the scope 
of factory inspection authority to the courts is entirely correct. The sole pur- 
pose of the proposed legislation is to remedy the “uncertainty found by the Su 
preme Court, by eliminating the necessity for obtaining permission to inspect. 
In no way do they seek congressional consideration of the scope of the inspection 
authority in section 704. We do not consider that the listing in the petition 
in the Cariff case, to which you refer, has any legal force in determining the scope 
of the inspection authority, or would acquire any by the enactment of H. R. 
2769 or S. 835. 

If the committee concurs in the views expressed by Mrs. Hobby 
for the Department of Health, Education, and Welfare, and cle arly 
indicates in the committee report, as mentioned earlier, the limited 
purposes for which the bill is recommended, then the American Drug 
Manufacturers Association joins wholeheartedly with the Department 
of Health, Education, and Welfare in urging the enactment of H. R. 
2769 in the interest of pub he health. 

If I may have your permission, Mr. Wolverton, I would like to sup- 
plement this dig a brief statement to explai hn to some extent the 
letter which Mr. Crawford ~ in the files from the American Drug 
Manufacturers oe iation to the Food and Drug Administration 
offering our support. 

Shortly after the Cardiff case, the interested lawyers of our member 
firms had a number of meetings and we revie wed section 704. We 
knew that the Food and Drug Administration would consider this the 
No. 1 must on their list of legislative requests. It is a very Vi aluable 
part of their enforcement machinery. They have used 1 t effectively 
and we knew they would w i” to have it res tored. 

We studied it over. We knew that the view of our members, the 
lawyers representing our member firms, as to the extent of the lan- 
guage in 704, and the view of the lawyers of the Food and Drug 
Administration was different. 

We tried to draft a new section by exclusion and inclusion. We 
came up with a first-class mess. We had, as you suggested yesterday, 
list that would cause an inspector to go through a plant I believe 
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with the law in one hand and his eyes wandering back and forth from 
the law to see whether he could look at this machine, or not. 

Then we studied the language of subsection (2) of 704. We do not 
believe that we are capable anyway of drafting more limited language 
that would still give factory inspection that would mean anything. 

Let us take a look at what is allowed there, if you will, for a 
moment, 

The CHarrmMan. Why not read that section into your statement ? 
Is it too long? , 

Mr. Harrop. I will be very glad to doso, Mr. Chairman. 

Section 704. For purposes of enforcement of this act, officers or employees 
duly designated by the Administrator, after first making request and obtaining 
permission of the owner, operator, or custodian thereof, are authorized (1) to 
enter ai reasonable times any factory, warehouse, or establishment in which 


foods, drugs, devices, or cosmetics are manufactured, processed, packed, or held 
for introduction in interstate commerce, or are held after such introduction, or to 
enter into vehicles being used to transport or hold such goods, including drugs 
devices, Cosmetics, in interstate commerce, and (2) to inspect at reasonable 


times such factory, warehouse, establishment, vehicle, or pertinent equipment, 
finished or unfinished materials or labor therein. 

Now to go back to the spec ifie grant of authori ity. That is the on ly 
authority that Congress has given to the Food and Drug Adminis 
tration to inspect these particular establishments. 

Mr. O’Hara. With permission. 

Mr. Harrop. With permission. But even if they have the permis 
sion, t hey are limited to pert inent equipment. 

Now, the word “equipment” has a very definite meaning applied to 
physical things. The dictionary uses an illustration. I believe Web 
ster defines it to be physical facilities available for production, includ 
ing buildings, machinery, tools, and so forth. 

That Congress had a very limited intent as to the meaning of the 
word “equipment” is shown in the fact that they used the ene 
“containers” almost immediately thereafter. They followed it by say 
ing “finished or unfinished materials.” 

They then said “containers.” 

If containers are not within the meaning of pertinent equipment, 
how on earth could you ever construe pertinent machinery to mean 
manufacturing tickets, complaint files, sales records, financial records, 
and personnel files and the like, and labeling therein / 

Those are the only things that that section authorizes the Food and 
Drug Administration to inspect in a plant. 

We felt that that was as restrictive as you could get language, and 
yet have enough breadth so that the food and drug inspectors could 
make a proper inspection of a factory. 

The only concern, then, that we had was that some court, if the 
Congress now reenacts this for the purpose of eliminating the re- 
quirement of permission, might say that this reenactment of 704, 
after the Government has made its position known in the Cardiff 
case, read into the language that I have just quoted all of these 
interpretations that have been advanced in the Cardiff case. 

Having decided that that was our position, we asked the Food and 
Drug Administration if we could sit down with them and talk about 
it. They said that we could. We found that they had followed 
almost the same course. They had tried to draft a law and had come 
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to the conclusion that it would be difficult to draft a law that would 
be acceptable to industry and acceptable to them without getting into 
a very first class dogfight that would be any better than the language 
here. 

We then said if this is the only purpose for which you propose to 
make this request for this legislation, for the single purpose of gain- 
ing the right to make the inspection without having a prior permis- 
sion, and you will make it clear and ask the committee to put in the 
report that that is the sole purpose, and it is not intended to change 
the meaning of the substantive language in subsection (2) or any 
other part of that section, we certainly will give our support, because 
we are in favor of factory inspection; we always have been. 

That is the basis on which we transmitted our letter. 

I do not think it was made clear here either yesterday or today 
that there are two types of things that might be called factory inspec- 
tion. About 5, 6, or 7 times a year inspectors will come to our plant. 
They have a specific problem. They present the problem to us. 
‘They do not invoke any authority under section 704. They present 
the problem. 

They ask if we will assist them in the solution of it. 

We are as interested in trying to solve that problem as they are. 
It concerns one of our products. 

In that case we may make and do make freely available to them any 
pertinent information, any data that will bear upon that particular 
problem. 

We intend to continue doing that. So do the member firms of our 
organization. 

Then there is the other thing which is the formal factory inspec- 
tion, which is the one contemplated in section 704. Those do not 
take place more than once every 3, 4, 5, or 6 years in a single plant. 
It would take anywhere from 4 to 5 days or a week and a half to do 
a comprehensive factory inspection of our plant at Kalamazoo, Mich. 
In that case where there is no specific problem it is a general inspec- 
tion and could be called, if you wish, a fishing expedition. 

In those cases we do not intend and never have allowed them to see 
manufacturing records. We have never allowed them to see com- 
plaint files. Whereas in these other cases we are perfectly willing to 
go into the specific problem and try to clear it up. 

Mr. O’Hara. Would you let me interrupt ? 

Mr. Harrop. Yes. 

Mr. O’Hara. Here is the crux of this whole thing: I think we have 
had in 704 the question of permission. Now when the man permits 
a law-enforcement officer to come in, invites him in, or consents to his 
coming in, he may have waived his legal rights as to what that officer 
may do. 

Do vou agree with that statement ? 

Mr. Harrop. Yes, sir. 

Mr. O'Hara. Now let us take the permission out and give a calling 
card, a search warrant, to every Federal food and drug inspector. 
What is your situation then, sir, so far as your legal rights are con- 
cerned ¢ 

Mr. Harror. Mr. O’Hara, I do not think I am exaggerating at all, 
when I say that probably with the single exception of Mr. Cardiff’s 
attorneys, scarcely an attorney in the United States expected the 
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Supreme Court to come out with the decision it came out with in the 
Cardiff case. We have been operating under section 704 as if it were 
a requirement and as if it were compulsory, and we felt that 301 (f) 
compelled us to grant the permission. 

We are obviously wrong. The Supreme Court said we were, but 
we operated on that basis. 

Mr. O’Hara. How much theory did the Supreme Court give to the 
fourth amendment, do you think ¢ 

Mr. Harrop. I cannot begin to explain beyond the opinion of the 
Stpreme Court as to why they reached the decision. 

I notice that the Law Review articles in commenting upon the case, 
however, are very critical of the process by which the Supreme Court 
arrived at that decision. I doubt if it was a correct one. 

The Cuamman. I notice that Justice Burton dissented. But he did 
not write the opinion, did he? 

Mr. Harror. That is right, he did not. 

When Mr. Crawford responded to your question, I believe, Mr. 
O'Hira, with the list of the things that had been enumerated in the 
petition, for the writ of certiorari, he said that he would prefer not 
to try to point to any authority in section 704, that the Food and 
Drug Administration in exercising its powers of investigation—— 

Mr. O'Hara. Could I reparaphrase what I think Mr. Crawford 
said ¢ 

I think he said he did not know whether he had the right or not, 
but he went ahead and exercised it. Was not that the substance of it? 

Mr. Harrop. I understood him to say that he was not even con- 
cerned with his rights in the first instance of making these investi- 
gations because he tried to get all of the pertinent facts and that 
had worked so successfully for 15 years through the voluntary co- 
operation of firms, many of whom, or the most whom, gave this in 
formation in cases with the full realization that they did not have 
to, but they wanted to help clear up the situation, that he went along 
with it on that basis. 

I think we have the correlative position. As long as the law is drawn 
with as much specificity as it is in section 704, subsection (2) and it is 
as limited as it is there, and we can fall back to that line of legal 
defense if we have to in the future, when we get a bad administrator, 
we are willing to go along on a voluntary basis and continue to give 
this information to the Food and Drug Administration and assist in 
clearly up these problems. 

I think that explains why two forces take different views on the 
law. Maybe they do not take different views on the law, but they are 
less concerned with the actual view on the law than they are with 
the practical administration. 

We are concerned with the actual view of the law. Mr. Crawford 
is not quite concerned with it, because he is getting his job done very 
effectively despite the limitations of power under section 704. 

Mr. O'Hara. How long can you waive your constitutional and legal 
rights and not have any? 

Mr. Harror. Mr. O’Hara, I think that our practice is not a waiver 
of any rights whatsoever. There have been no legal contests brought 
under it. They have never seen fit since 1938 to try to go to court 
and have any court say that any of this language meant the things 
that they check daily in the factories. 
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Mr. O'Har ,. I share with you the feeling of the need for these in- 
spec tions, but I wonder if we are going to write a law that the Supreme 
Court is going to throw out as not being constitutional. If it is con- 
stitutional, then we have gone carte blanche in waiving the search and 
seizure of plants in my opinion. 

Mr. Harror. Having put my own record forward as being unable 
to guess the Supreme Court correc tly in the Cardiff case, I do not know 
W hether my opinion would be any good on the fourth amendment in 
this case. 

Mr. Harris. I have not read the decision. I know you have studied 
it ve r) care fully. Could you indicate to what extent the court gave 
emphasis in that decision to the word “permissive” in section 7040 

Mr. Harrorv. That was the heart of the decision, that you have to 
have permission. They could not reconcile section 704 and 301 (f) ex- 
cept by a very strained construction that said 301 (f) could not apply 
toa withdrawal of permission after it once was granted, but there was 
no penalty on the refusal to grant it in the first instance. 

They said that was rather absurd, so we will throw the whole thing 
out. 

Mr. Harris. I wondered what would be the result if the words “with 
permission” were stricken from the present language of the act. 

Mr. H ARROP. That would have the same general effect, I believe, as 
the bill that you have before you. If all you have to do is make a 
request, I do not see that the making of the request is any different 
than the serving of written notice or the showing of credentials. 

That would be the only condition precedent to the entry of factory 
and inspection, 

We probably are responsible for requesting that some sort of notice 
be given. We had in mind the two situations, one the varying types 
of factory inspection. We wanted to distinguish the formal inspection 
under 704 from the usual visit of a Food and Drug inspector on a 
specific problem when he is not invoking that power. 

We also felt that it would be very good in case it was a stoppage 
of a truck and the inspection of that truck, that the driver of a truck 
would have a written record he could take back to his principal. It 
would formalize the visit. 

The owner or the proprietor would have something in his record 
that showed under section 704 under such and such a date the Food 
and Drug Administration inspector examined, he would sign the 
notice that that inspector had made an inspection under this provision. 
Then you would have your foundation for any future action. 

That does bring to mind one suggestion that we would like to make. 
It has occurred since the start of these hearings. 

Mr. Austern suggested in H. R. 2769 in the event that the com- 
mittee feels that there is some doubt as to whether the notice could 
be a blanket notice once given and forever live thereafter, that we in- 
sert the words “for each entry.” 

We would suggest, in lieu of that, that it read, “after first giving 
written notice for each inspection to,” and so forth. ; 

If you make it on each entry and the factory inspection covers a 
period of 1 week, they would have to file some 12 or 15 notices with 
you because each time they left the plant and went out for lunch 
and came back in the afternoon, there mea be another entry, and they 
would have to file another notice to comply with the statute. 
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The notice was not intended to cover the various entries during the 
single inspection, but to cover the particular ins pection. 


Mr. Harris. What would be the reaction to a requirement for the 
inspector to file a copy of the report after the inspection ¢ 

Mr. Harror. I think I would feel the same as Dr. Cullen does about 
that. It would not mean much to the pharmaceutical manufacturer. 
I do not know for the food industry whether it would be valuable for 


them. 

Mr. O'Hara. It would probably be of some value to the food peo- 
ple. 

Mr. Harrop. I think it might be, but I am not qualified to speak in 
that field. We do not see any need for it. They are never very reti 
cent in telling us what they think about the situation. We do not 
have any difficulty ascertaining that. 

The Cratrman. I guess that will be all, Mr. Harrop. We certainly 
appreciate the patience with which you have been willing to wait. 
We assure you that what you have to say does have weight with the 
committee, because of your past experience, because of the splendid 
group it is your privilege to represent, the names of which are at- 
tached to your statement. 

I assume that you desire them to be made a part of the record ? 

Mr. Harror. I would appreciate it if it could be done. 

(The material referred to follows:) 


MEMBERS OF THE AMERICAN DruUG MANUFACTURERS ASSOCIATION 


Abbott Laboratories, 14th Street and Sheridan Road, North Chicago, Ill 

Ames Co., Inc., Elkhart, Ind. 

The Armour Laboratories, Armour & Co., 520 North Michigan Avenue, Chicago, 
Ill. 

Ayerst, McKenna & Harrison, Ltd., 22 East 40th Street, New York 16, N. Y. 

J.T. Baker Chemical Co., Phillipsburg, N. J. 

Bauer & Black, Division of the Kendall Co., 309 West Jackson Boulevard, Chicago 
6, Ill. 

hk), Bilhuber, Inc., 377 Crane Street, Orange, N. J. 

Bristol Laboratories Inc., 630 Fifth Avenue, New York 20, N. Y. 

Buffington’s Inc., 8 Sudbury Street, Worcester 8, Mass. 

Burroughs Wellcome & Co. (U.S. A.) Ine., Tuckahoe 7, N. Y. 

W. J. Bush & Co., Inc., 19 West 44th Street, New York 18, N. Y. 

Caleo Chemical Division, American Cyanamid Co., p. 0. box 550, Bound Brook, 
N. J. 

G. W. Carnrick Co., 20 Mount Pleasant Avenue, Newark, N. J. 

Ciba Pharmaceutical Products, Inc., 556 Morris Avenue, Summit, N. J’. 

Cole Chemical Co., 8721-27 Laclede Avenue, St. Louis &, Mo. 

Commercial Solvents C orp., 1531 South First Street, Terre Haute, Ind. 

Cutter Laboratories, Fourth and Parker Streets, Berkeley 1, Calif. 

Davies, Rose & Co., Ltd., 22 Thayer Street, Boston 18, Mass. 

Difco Laboratories, Inc., 920 Henry Street, Detroit 1, Mich. 

Distillation Products Industries, Division of Eastman Kodak Co., 729 Ridge Road 
West Rochester 3, N. Y. 

The Dow Chemical Co., Midland, Mich. 

Fritzsche Bros., Inc., 76 Ninth Avenue at 15th Street, New York 11, N. Y 

Gelatin Products Division, R. P. Scherer Corp., 9425 Grinnell Avenue, Detroit 13, 
Mich. 

Heyden Chemical Corp., 342 Madison Avenue, New York 17, N. Y. 

Hoffinan-La Roche, Ine., Roche Park, Nutley 10, N. J. 

Hyland Laboratories, 4534 Sunset Boulevard, Los Angeles 27, Calif. 

Hynson, Westcott and Dunning Inc. 1080 North Charles Street, Baltimore 1, Md. 

Johnson & Johnson, 501 George Street, New Brunswick, N. J. 

Lakeside Laboratories, Inc., 1707 East North Avenue, Milwaukee 1, Wis. 

Lederle Laboratories Division, American Cyanamid Co., 30 Rockefeller Plaza, 
New York 20, N. Y. 
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Eli Lilly & Co., 740 South Alabama Street, Indianapolis 6, Ind. 

Lloyd Bros., Inc., 1016 Mound Street, Cincinnoti 3, Ohio. 

Lloyd & Dabney Co., Inc., 412 Central Avenue, Cincinnati 2, Ohio. 

Magnus, Mabee & Reynard, Inc., 16 Desbrosses Street, New York 13, N. Y. 

Mallinckrodt Chemical Works, Second and Millinckrodt Streets, St. Louis 7, Mo. 

Maltbie Laboratories, 240-250 High Street, Newark 2, N. J. 

McNeil Laboratories, Inc., 2900 North 17th Street, Philadelphia 32, Pa. 

Mead Johnson & Co., St. Joseph Avenue and Ohio Street, Evansville 21, Ind, 

Merck & Co., Inc., 126 Lincoln Avenue, Rahway, N. J. 

The Wm. 8. Merrell Co., Cincinnati 15, Ohio. 

Monsanto Chemical Co., 1700 South Second Street, St. Louis 4, Mo. 

The National Drug Co., 4663-85 Stenton Avenue, Philadelphia 44, Pa 

The New York Quinine and Chemical Works, Inc., 50 Church Street, New York 7, 
NF 

The Norwich Pharmacal Co., 17 Eaton Avenue, Norwich, N. Y. 

Parke, Davis & Co., Joseph Campau at the River, Detroit 32, Mich 

The E. L. Patch Co., 38 Montvale Avenue, Stoneham S80, Mass. 

S. B. Penick & Co., 50 Church Street, New York 7, N. Y. 

Charles Pfizer & Co., Inc., 11 Bartlett Street, Brooklyn 6, N. Y. 

Pitman-Moore Co., Division of Allied Laboratories, Inc., Postoffice Box 1656, 
Indianapolis 6, I on 

A. H. Robins Co., Inc 107 Cummings Drive, Richmond 20, Va 

G. D. Searle & C« Po rs ‘e Box 5110, Chicago SO, IIL. 

Sharp & Dohme, Tn 640 North Broad Street, Philadelphia 1, Pa 

Sherman Laboratories, 14600 East Jefferson Avenue, Detroit 15, Mich. 

Smith, Kline & French Laboratories, 1530 Spring Garden Street, Phiadelphia 1, i 
Da | 

Carroll Dunham Smith Pharmacal Co., 401 Codwise Avenue, New Brunswick 
N. J. 

E. R. Squibb & Sons, Division of Mathieson Chemical Corp., 745 Fifth Avenue, 
New York 22, N. Y 

R. J. Strasenburgh Co., 195 Exchange Street, Rochester 4, N. Y, 

Tailby-Nason Co., 49 Amherst Street, Cambridge 42, Mass. 

The Upjohn Co., Kalamazoo, Mich 

Valentine Co., Inc., 1600 Chamberlayne Avenue, Richmond 9, Va. 

Henry K. Wampole & Co., Inc., 440 Fairmount Avenue, Philadelphia 23, Pa. 

Warner-Chilecott Laboratories, Division of Warner-Hudnut, Inc., 118 West 18th 
Street, New York 11, N. Y 

White Laboratories, Inc., Kenilworth, N. J 

The Wilson Laboratories, Division of Wilson & Co., Inc., 4221-25 South Western 
Avenue Boulevard, Chicago 9, Tl. 

Winthrop-Stearns, Inc., 1450 Broadway, New York 18, N. Y. 

Wyeth Laboratories, Division of American Home Products Corp., 1401 Walnut 
Street, Philadelphia 2, Pa. 

The Zemmer Co., Inc., 3943—7 Sennott Street, Pittsburgh 13, Pa. 

Schering Corp., Bloom Field, N. J. 


The Cuamrman. We feel indebted to you for your contribution to 
the work of the committee. We trust you will help us if we call upon 
you for advice at times with reference to — use of language, in case 
the committee or the staff should find it necessary to do so. 

Mr. Harrop. I shall be very glad. 

May I express to you, Mr. Wolverton, and to Mr, O’Hara and Mr. 
Harris, my appreciation in your staying over and holding the meet- 
ing open so that I could have an opportunity to testify. 

The Cuarrman. I offer for the record the following documents: 

A letter from Senator Warren G. Magnuson of the State of Wash- 
ington, including a statement of the Valley Evaporating Co.; 

A letter from the National Association of Frozen Food P ackers; 

A letter from Congressman Thomas B. Curtis; 
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A letter and statement from the Consumers Union of New York 
City ; 

A letter from Congressman Clifford R. Hope, enclosing a letter 
from the Western Food Products Co., Inc. 

(The material referred to follows:) 


NATIONAL ASSOCIATION OF FROZEN Foop PACKERS, 
Washington, D. C., April 21, 19538. 
Hon. CHARLES A. WOLVERTON, 
Chairman, Committee on Interstate and Foreign Commerce, 
United States House of Representatives, Washington, D. C. 


DEAR Mr. CHAIRMAN: In connection with consideration by your committee 
f the bill, H. R. 2769, “To protect the public health and welfare by restoring 
authority for factory inspections under the Federal Food, Drug, and Cosmetic 
Act,” I want to call your attention to the following resolution which was adopted 
by the board of directors of the National Association of Frozen Food Packers 
at a meeting held at the national frozen food convention in Chicago, in March 
1953 : 

“Resolved, (1) That the National Association of Frozen Food Packers ap- 
proves the amendment of section 704 of the Federal Food, Drug, and Cosmetic 
Act by substituting the words “upon giving written notice to the owner, operator, 
or custodian thereof” (or language to the same effect) for the present language 
“after first making request and obtaining permission of the owner, operator, or 
custodian thereof,” it being understood that such amendment is not intended 
to extend the scope of the inspection provisions of the act as originally enacted 
in 1938. 

“(2) That the secretary-manager of the association shall furnish the Admin- 
istrator of the Federal Security Agency and the appropriate committees of the 
Senate and House of Representatives of the United States of America with 
copies of this resolution.” 

Please note that the board’s endorsement of legislation to amend section 704 
in the manner described in the resolution is based upon the understanding that 
the amendment of that section will not extend the scope of the inspection pro- 
visions as originally enaced in 1938 and successfully challenged in Cardi/f v. 
United States, decided December 8, 1952. 

In letters dated February 2, 1953, transmitting to the President of the Senate 
and the Speaker of the House the proposed legislation which was introduced 
as H. R. 2769, the Federal Security Administrator stated that: 

“A simple amendment, to eliminate the need for obtaining permission before 
making inspections, can restore the vital provisions and should avoid needless 
controversy over the scope of the inspection authority. We are content to leave 
to the United States courts the problem of saying how far the authority extends. 
Efforts to change the substantive language in any way will involve heated con- 
troversy and is likely to delay enactment.” 

The Administrator has subsequently reaffirmed this position and has indi- 
cated that certain views as to the scope of factory inspection heretofore expressed 
by or on behalf of the Food and Drug Administration were not considered as 
having any legal force in determining the effect of the proposed legislation. 

We feel that it is extremely desirable, in order to avoid controversy with 
respect to inspection legislation that the Federal Security Administration's 
understanding of its scope be clearly reflected in the report of your commit- 
tee to the House of Representatives. This step would provide the courts with a 
definite understanding of the limited purpose of the proposed inspection pro- 
vision. 

We respectfully request that this letter be made a part of the record of the 
hearings on H. R. 2769, and that the report of the committee include a clear 
exposition of the intended scope of the amendment to section 704, along the 
lines herein suggested. 

Sincerely yours, 
LAWRENCE §. MArtTIN, 
Secretary-Manager. 
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CONGRESS OF THE UNITED STATES, 
House OF REPRESENTATIVES, 
Washington, D. C., April 8, 1958. 
Hon. CHARLES A. WOLVERTON, 
Chairman, Committee on Interstate and Foreign Commerce, 
House of Representatives, Washington 25, D. C. 

Dear COLLEAGUE: I have received a letter from Mr. Herbert H. Droste, executive 
vice president of the G. S. Suppiger Co., from which I quote: 

“The recent Supreme Court decision denying the right of factory inspection to 
representatives of the Food and Drug Administration is of interest to every canner 
of food products because of the amendments now being proposed to the Food, 
Drug, and Cosmetic Act. 

“This company operates four canning factories in the State of Indiana and one 
in Illinois. In any amendment adopted we feel provision should be made 
requiring the Government agency to furnish a copy of the report prepared by 
the Food and Drug representative following his inspection of the factory to the 
factory owner. We feel also that the factory owner should be entitled as a matter 
of right to a copy of laboratory analyses made by Food and Drug technicians. 

“As the law now stands we are not permitted access to this information and do 
not know in what manner our factories fail to meet food and drug standards and 
do not know in what manner the finished product falls short of compliance. 

“In your consideration of any bills submitted for amendment, we would appre- 
ciate your support for the inclusion of these prov isions.” 

I think this is a particularly fair statement and would greatly appreciate your 
giving it consideration. 

Sincerely, 
THOMAS B. Curtis. 


CONSUMER'S UNION, 
New York 3, N. Y., May 12, 19538. 
Hon. CHARLES A. WOLVERTON, 
Chairman, House Committee on Interstate and Foreign Commerce, 
House of Representatives, Washington, D. C. 

Dear Str: Consumers Union respectfully requests that vou introduce the 
attached testimony into the hearings scheduled for May 19 and 20 on House bills 
2769, 3604, 3551, to restore mandatory factory inspection by the Food and Drug 
Administration. 

Very truly yours, 
JEAN L. WHITEHILL. 


STATEMENT TO THE HOUSE COMMITTEE ON INTERSTATE AND FOREIGN COMMERCE 


Consumers Union, a nonprofit consumer-testing organization serving more than 
600,000 subscribers and buyers of its monthly publication, Consumer Reports, 
wishes to advise the House Committee on Interstate and Foreign Commerce that 
it endorses House bills 2769, 3604, and 3551 designed to restore enforceable fac- 
tory inspection by the Food and Drug Administration and respectfully urges that 
such legislation be enacted. As an organization devoted entirely to the consumer 
interest, our concern that the inspectors of the FDA be permitted to enter factories 
to discover the possible sources of contamination of food or drugs is strong. 

It is the feeling of Consumers Union that the wording of H. R. 3551, substi- 
tuting “after first exhibiting appropriate credentials to” is the most desirable, 
since it authorizes entry and inspection after exhibiting credentials at the time 
of entry, rather than calling for “first giving written notice to” which is open 
to the interpretation that notice must be given some time prior to entry. This 
would defeat at least a part of the purpose of factory inspection. 

Procedurally, the matter could hardly be simpler. By changing 8 words to 
6, the committee will restore a great measure of protection to consumers now 
deprived of it because of a textual ambiguity in the act. 

It is difficult, if not impossible to imagine any legitimate opposition that 
might arise to such an obvious and necessary clarification of the law. One is 
reluctantly forced to the conclusion that those who seek to block the passage 
of these bills are the very ones whose operation should be most closely scrutinized 
f the consumer is to be protected against impurities and toxic substances in his 
food, drugs, and cosmetics. It is the small percentage of careless, ignorant, or 
criminal operators against whom protection is most needed, and where it cannot 
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now be provided. They are the likely sources of unfit, misbranded or substandar 
products. 
It is known that opposition to inspection of the prescription departments of 





retail drugstores will be voiced before your committee \ stu by drug topics 
us reported in Drug Trade News for April 13, 1953, showed that “According to 
the nature of the replies received, the act (Durham-Humphrey Act vith rh 
far from being perfect seems to have fulfilled the one purpose for which it was 
intended—-to protect the pharmacist and the public from the it cri 
refilling of prescriptions for dangerous or potent drugs.” If the opposition t 
inspection is effective, it would tend to nullify the Durham-Humphrey aime 
ment, for it would mean that FDA could not enforce the law against retail 
druggists who sell dangerous drugs without prescription. or who refill such 


prescriptions without the authorization of the prescribing physiciar 
Ina release by Charles W. Crawford, Commissioner of the FDA, it was pointed 
out that with more than 77,000 plants all over the United States shipping foods, 


drugs and cosmetics in interstate commerce, it would take over 9 years for the 


ugency’s 220 inspectors to check them all. Spot-checking of suspected sources 
s the only practical meals of finding the offenders. If inspectors are only to be 
admitted to the plants of manufacturers who welcome them, Knowing that their 
plants have nothing to hide, how is the FDA ever to detect frauds such as label 
swilching or contamination by filth or poisonous substances? Inspection not only 


discloses the situation where soluble filth gets into the product itself, which 
laboratory analysis cannot be relied upon to detect, but it yacts as a deterrent 
to other producers who might have been encouraged to transgress, if they did not 
see the seizures of products of those who had been caught at it. 

Rarely, in our opinion, has there been such a clear-cut situation calling for 
remedy by a legislative body If few consumer organizations have requested per 
mission to introduce testimony, we believe it is because they are so confident 





that a congressional committee will see this as a matter of paramount consumer 
interest 

fo maintain the present ambiguous status of the law is neither to follow its 
original intent nor to treat fairly those producers who submit to inspection 
Wiltingly, knowing that they have nothing to hide. It will serve only to free 
from inspection sources of insanitary and dangerous products. The public in- 
terest can only be served, in our best judgment, when the representatives of the 
FDA are free to evaluate products and procedures to, in the words of the act, 
“enter at reasonable times any factory, warehouse or establishment in which 
food, drugs, devices or cosmetics are manufactured, processed, packed or held 
for introduction into interstate Commerce or are held after such introduction, 
or to enter any vehicle being used to transport or hold such foods, drugs, devices 
or cosmetics in interstate commerce, and to inspect at reasonable times such 
factory, warehouse, establishment, or vehicle and all pertinent equipment, finished 
and unfinished materials, containers and labeling therein.” We would oppose 
any interpretation which would prevent inspectors from examining, if deemed 
advisable for the protection of consumers, formulas, complaint files, ete. 

The following statement on factory inspection was published by Consumers 
Union in the April 1953 issue of Consumer Reports: 

“In his state of the Union message to Congress in February, President Eisen- 
hower asked for a prompt restoration of the mandatory factory inspection pro- 
vision which was stricken from the Food, Drug, and Cosmetic Act by a Supreme 
Court decision last December rhe President’s injunction was echoed by Federal 
Security Administrator Oveta Culp Hobby, who asked Congress to enact cor- 
rective legislation, pointing out that the integrity of the Nation's food and drugs 
had been placed in jeopardy. 

“Lawmakers in Congress reacted swiftly by drafting legislation that would, 
by a simple amendment to the present Food, Drug and Cosmetic Act, allow Gov 
ernment inspectors entry into a plant or establishment upon presentation of 
written notice. At the present time, owners may bar FDA inspectors from their 
plants, and some have done so. As a result, FDA has been badly hampered in 
its effort to protect the public from adulteration of food, drugs, and cosmetics 
about SO percent of all violations have, in the past, been uncovered through plant 
inspections. 

“Last year, when FDA still possessed the right of mandatory factory inspee 
tion, more than 18 million pounds of contaminated food was prevented from 
reaching the market. Food seizures included 50 carloads of ‘pink wheat’ coated 
with a poisonous material; cheese impregnated with a poisonous chemical ab- 
sorbed from wrappers which had been treated to prevent spoilage; 200,000 
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pounds of filthy, decomposed or diseased poultry ; and 2 million pounds of rodent- 
contaminated sugar. 

“In the drug field, there were 20 recalls of drug products placed on the market 
with wrong labels, or with strength below or dangerously in excess of the label 
strength, or which were contaminated by impurities. Also seized were defective 
therapeutic devices, inaccurate clinical thermometers, and unsterile surgical 
dressings. Cosmetic seizures included four brands of shampoos containing irri- 
tants dangerous to the eyes, an eyewash contaminated with bacteria that could 
injure the eyes, and an eyelash preparation containing a coal-tar dye 

Most segments of industry seem to have been won over to the need for man 
datory inspection. The strongest opposition at present is from pharamaceutical 
trade associations representing retail druggists. Both the American Pharmaceu 
tical Association and the National Association of Retail Druggists assert that 
their members are already subjected to enough inspection, State and local, and 
that druggists should not be compelled to open their prescription records to FDA 
inspectors (since drugstores are establishments where drugs in interstate com- 
merce are sold, they have in the past fallen under the mandatory factory inspec 
tion provision of the Food, Drug, and Cosmetic Act). 

“It seems pertinent to note that FDA has been conducting a concerted cam- 
paign against illegal sales of prescription drugs Last year, over a hundred 
criminal actions were instituted for drug violations, mainly for unauthorized 
ists served jail sen 











sales or refills of prescription drugs. Five convicted dri 
tences, and others were fined. 

“Druggists who sell barbiturates to teen-agers or amphetamines to underworld 
characters may be distressed by these convictions. But Consumers Union fails 
to see why any reputable druggist should feel that the best way to curb the un- 
authorized sale of narcotics, sulfa drugs, penicillin, potent hormones, and thyroid 
drugs is to curb the activities of Government inspectors whose prime task is to 
uncover such illegal sales Handecuffing the detective is hardly the best de- 








terrent to crime.” 


Hovusk OF REPRESENTATIVES, 
Washington, D. C., March 28, 1958. 
Hon. CHARLES A. WOLVERTON, 
Chairman, House Committee on Interstate and Foreign Commerce, 
House of Re presentatives, Washington, D. C. 

My Dear CoLLEAGuE: I am enclosing herewith a letter from Mr. N. H. Ben- 
scheidt, president of the Western Food Products Co. at Hutchinson, Kans., in 
which he makes some constructive suggestions concerning the bill H. R. 2769. 

I have had quite a little correspondence with Mr. Benscheidt on this matter 
end it is at my suggestion that he has submitted his views on the subject. 

I will appreciate it if Mr. Benscheidt’s letter may be given consideration when 
this proposed legislation comes before the committee 

With kindest regards, I am 

Very cordially yours, 
Ciirrorp R. Hope. 


Tuer WESTERN Foop Propucts Co., INc., 
Hutchinson, Kans., March 26, 1958. 
Hon. CLirrorp Hopr, 
House of Representatives, Washington, D. C. 

Dear Mr. Hope: Thank you very much for your letter of March 21 in reply to 
my letter of March 13 in regard to bill H. R. 2769. 

Frankly, I cannot see how you can find time to answer letters such as mine 
and have time to attend to your other work which I know piles up on all Rep- 
resentatives and Senators. I realize the suggestions I have made can be only a 
drop in the bucket, but, on the other hand, it would seem suggestions on the out- 
side once in a while should be made by someone, which spark, if worthwhile, 
might catch hold in some instances. Instead of presenting my letter of April 13 
io the chairman of the Committee on Interstate and Foreign Commerce, I have 
enclosed a second letter outlining less critical my suggestions for a change and 
more in detail changes recommended. 

I would suggest, therefore, that you submit this letter of March 26 instead of 
presenting my letter of March 13 to the chairman of the Committee on Inter 


eee 
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ri\ 


a clearer picture of con 


state and Foreign Commerce, which I believe e 
ilked to have in mind 


structive changes that all manufacturers I have ti 
Appreciating your effort in this respect, I am 
Yours very truly, 
Tur WESTERN Foop Propucts Co., INC., 
N. H. BENSCHEIDT. 


Tue WESTERN Foop Propwucts Co., INc., 
Hutchinson, Kans., March 26, 1958. 
Hion. CLIrForD Hopt 
House of Representatives, Washington, D.C 

Dear Mr. Hope: I wish to add my opinion covering legislation bill H. R. 2769 
coming up on the Federal Food and Drug Act to enter a plant for inspection 
which was recently ruled out by Supreme Court as illegal if objected to by plant 
management. I feel that all manufacturers and dealers will agree that inspec- 
tion within a plant is not objectionable if for bettermen of the product coming 
from the plant. On the other hand, I feel that this is the time to change some of 
the practices of this department toward a more cooperative operation. By that, 
I mean an inspecion pointing out defects and asking for immediate correction 
with penalties, of course attached if no corrections are made, rather than the 
present policies carried on of plant inspection where the inspected party never 
gets report of the inspection unless a suit is filed. In other words, in cases I 
know of, it seems to be the policy of not asking for correction in a plant inspec- 
tion at the time of the inspection; but rather keeping anything the inspector 
sees quiet; taking a picture; checking on sales to pick up samples in interstate 
shipments which might be justified to bring suit and publicity. I believe a spirit 
if applied by the Federal food inspection of pointing out faults first would 
accomplish more toward getting results than present procedure. 

Let me point out an instance which I know of in a certain canning operation 
where insects developed in fruit in the field during the season uncommon in 
that territory which came to the attention of the Food and Drug Department 
but was not caught by the operators. No warning was given to the canners what 
the inspectors were looking for until later, when this trouble showed up in the 
final products which resulted in several seizures. It would seem to me like the 
Federal Food and Drug Department—if they do not have the right at present 
to do so, should be given the right to warn against such a hazard: saving the 
expense to the manufacturer of putting up something that at a later date would 
be seized. I know that the Food and Drug Department have had years of 
experience in administering their operation and can answer any argument for 
changing their practices, but they will have to agree that no one can give all 
the answers for inspection with small operators especially lacking facilities for 
complete testing. 

The greatest reason of making changes of inspection with reports to plants 
inspected at the time of inspection I think is best emphasized by the fact that 
every manufacturer or dealer feels the same in this as far as I can find out. 

Let me state that from what we are told this attitude has been taken somewhat 
on the present inspection of wheat. In other words, as I have the information 
they have been pointing out mistakes on wheat storage in Kansas and asking 
for correction with a penalty to be had if a correction is not made which is the 
way I believe most everyone feels it should be. 

I, therefore feel that a careful investigation of this department should be made 
with the thought of changing some of the policies and H. R. bill 2769 should 
not be passed until these are made. 

Yours very truly, 
N. H. BENSCHEID1 


UnitTep Srates SENATE, 
COMMITTEE ON APPROPRIATIONS, 
April 15, 1953. 
Hon. CHaries A. WOLVERTON, 
Chairman, Committee on Interstate and Foreign Commerce, 
House of Representatives, Washington, D. C. 

Dear Mr. WoLtverton : I understood that you have scheduled hearings on the 
proposed amendment to the Pure Food and Drug Act to commence April 24. 
Enclosed is correspondence between the Commission of Food and Drugs and 
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myself and between one of our plant operators in the State of Washington 
al rie Ie has decided nvictions on the present attitude of Food and Drug 
A I ration inspector ho enter his plant 

\ vill note Mr. Wilbur Hallaner’s request that I transmit to you a copy of 
his lett uted Mar 26 He nd his brother are owners and operators of 
the Valley Evaporating Co., with their main office in Yakima, Wash. I am 

e Mr. Hallauer would appre e your making his letter a part of the record 
n yo urrent hearings 


Kindest regards 
Sincere! 


WARREN G. MAGNUSON. 


VALLEY EVAPORATING Co 
Yakima, Wash. March 26, 1953 
Hon. WARREN G. MAGNUSON 





4 / S Ny } Wus / D. ¢ 
Drar SENATOR Ma son On January 13 you forwarded me the enclosed 
rom (. W. Crawf Col ioner of Foo | Drugs Evidently My 
Crs l resides among the ouds a does not realize how his agency per 
fort ssroots leve 
example of the uncooperative attitude of this agency and the legal in 
vo e! forced by ! the eager beave ecord akers is cited in the 
copie f correspond enclosed In this instance a shipment of infested 
g was mace 1 a warehouse in Birmingham, Ala., to a Minneapolis buyer 
contrary to our instruc Seizure occurred, and it took 56 days, attorneys, 
Is, bonds, ete., te 1 rele The best policemen are always good 
nd use the power of the law as a last resort By this standard the 
) ind Drug agency shows as a ver\ poor potice force The agency's 





protecting the public can certainly be better performed with industry 














cooperation—but the attitude of the Food and Dn branch is so frozen with 
au rity that there can be 1 two-way cooper m 
Further on the subject of Mr. Crawford’s letter I wish to raise a number of 
points in rebuttal as f 

I Food and Drug inspectors should not be able to request factory managers 
to accompany them on inspection ey should be compelled by law to have the 
right to inspect on so accompanied or in company with such persons as he 
dele Mr. Crawford says in all instances they seek to do this; the facts 
re ny instances Food and Drug representatives have presented themselves 
nan overbearing and “or else’ manner.) 

(2) Food and Drug should be compelled by law to furnish sample properly 
coded to identify with all samples they draw and same sent to interested party 
or laboratories they shall desig te (After goods have been seized or tagged, 
only way sample can be obtained per our experience is by order of the court 
nvolving attorney assistance, fees, et cetera.) Reference JO2B, “except that 
Administration is authorized by regulations to make such reasonable exceptions 
from and impose such reasonable terms and conditions relating to, ete.” 
Phis means Food and Drug can allow you to have samples or not as they deem 
fit They should have no such discretion The samples Food and Drug collect 
are nsed as evidence ourt and often the fact is that if owner or manufacturer 
does not obtain samp! it the same time, he cannot identify them exactly with 





Saluples taken by Drug, also goods may deteriorate considerably before 


court trial. Often just after ; ir is billed and in railroad yards Food and Drug 





take samples which they can do under the law but first notice manufacturer or 
owner receives is a notice by letter from Food and Drug stating sample so 
ny pounds has been drawn and to bill them for same. How are you going to 
get an identical sample for dis erested laboratory test then, as the car is in 
ansit? Are you to go to the expense of getting a publ sampler to draw at first, 
ind in some cases first stop may be passed Also in case of sampling on boat ship 


ment (the other day sample was drawn on arrival of boat at Boston at time we 
received notice goods had heen delivered to customer.) Present methods place 


n undue burden on manufacturer or owner and serve no purpose in protecting the 


publie, the public is just as well protected if Food and Drug is compelled to 
furnish duplicates of all samples drawn. 

f preinspection and certification can be allowed on seafood, there is no 
reason why it cannot be allowed on other foods on request If necessary to 
change the law, then change it along with change to allow plant inspection. 
With this inspection as final, in most cases there would be little difficulty 
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(4) Believe that Department of Agriculture inspectors could draw samples 
more cheaply where the mere drawing of samples is desired. 

(5) The burden of correction should be placed on Food and Drug, not industry, 
where they make false or inequitable standards, the law should be designed 
automatically protect minorities. It is a very difficult proposition 
ufacturer to get up enough momentum in an industry to request a hearing where 
that manufacturer may be the primary party affected by a particular ruling, 
competitors may delight in refusing to cooperate ‘Ol (e), page 44, might be 
changed to add also “on the application of any interested manufacturer to ho 
a hearing before the Administration or regional office of Food and Drug, et 
cetera, 


in most instances preservers ive refused to purchase dried berries, dris 


lor he in 


crab apple chops, ete., because they are under the impression and we believe 


correctly so, products made therefrom must be labeled “imitation,” part 29, food 
and drugs, fruit butters, fruit jellies, ete., 29.2 fruit jelly under (c) “from one 
of the following mature properly prepared fruits which are fresh, frozen, 





and/or canned.” The same requirement appears under 29.3 preserves, jams 
ete., therefore you cannot use dried fruits except under 29.1 fruit butter, et 
therefore the trade considers when using dried fruits for fruit jelly, preserves 
jams, ete., the same must be labeled “imitation In reading Pure Food 
Manufacturing Co, case “Imitation Jam,” I can see litt relatic to the abo 
It appears to me that under Food and Drug law allowing that agency to set 
standards in detail the ingredients allowed in the preserve industry are stra 
jacketed If certain new methods were developed making cheaper and be 
preserves you now have an extremely clulusy and unjust method of iting 
change There is a question whether Food and Drug should ever ave een 
allowed to enforce such detailed standards if the orig purpose of the la 


is to protect the public from being Ceceived and from unfit food It would appear 
that actually the law or administration thereof has greatly exceeded that pu 
(6) In administration in our experience it has been difficult nd in m 
cases in poss ble to obtain release for nonhuman use 
It would be appreciated if you would assist us by plac i 
the committee holding hearings on proposed changes in the Food, Drug, and 
Cosmetic Act We do not object to ractory nspection by that age we nl 
wish the law to be definitive to the point that there will be cooperation by the 
agency 
Yours truly 
VALLEY EVAPORATING ¢ 
Witsur G. HALLAUER, 
Vanager, Oroville Branel 


FEDERAL Security AGENCY, 
Foop AND DruG ADMINISTRATION 
Washington 25, D. ¢ 
Hon, WARREN G. MAGNUSON 
United States Senate, Washington 25, D.C 

Dear SENATOR MaGNusoN: We appreciate the opportunity to comment on the 
proposals for amendment of the Federal Food, Drug, and Cosmetic Act, which 
are discussed in a letter of December 26, addressed to you by Mr. Wilbur G, 
Hallauer, manager, Oroville branch of the Valley Evaporating Co., Oroville, 
Wash 

In your covering Memorandum you su 
these suggestions, and ask whether legislation rather than administrative action 


is necessary to accomplish these objectives 


vest that we study and comment on 





Mr. Hallauer suggests: 

‘(1) Food and drug inspectors on factory inspection duties must request that 
the factory manager or an employee designated by him accompany the inspector 
on the inspection tour.” 

Our manual of instructions to our Inspectors prov ides in part: Approac h the 
person in charge of the plant in a dignified, authoritative, cordial manner as a 
responsible official representative of the Food and Drug Administration. Iden- 
tify yourself by name, title, and organization, and present your credentials. 
Explain the purpose of your visit, i. e., inspection of plant, raw materials, manu- 
facturing processes, labels and labeling, finished product, distribution of products, 
and possibly the collection of samples,” 








234 FOOD, DRUG, AND COSMETIC ACT 


Under these instructions it is our practice to seek in all instances to have a 
responsible representative of management accompany our inspectors. We do 
not believe that legislation is necessary to accomplish this objective. 

“(2) That an adequate portion of all samples (sufficient for laboratory tests) 
drawn by such inspector be delivered to the factory manager or commercial 
laboratory designated by him at the conclusion of the inspection tour.” 

The present Food, Drug, and Cosmetic Act provides in section 702 (b), “Where 
a sample of a food, drug, or cosmetic is collected for analysis under this act, 
the Administrator shall, upon request, provide a part of such official sample for 
examination or analysis by any person named on the label of the article, or the 
owner thereof, or his attorney or agent ; except that the Administrator is author- 
ized, by regulations, to make such reasonable exceptions from, and impose such 
reasonable terms and conditions relating to the operation of this subsection as 
he finds necessary for the proper administration of the provisions of this act.” 
The administrative regulations promulgated under this section are to be found 
on pages 46 and 47 of the enclosed circular. 

With rare exceptions, legal action under the act are based on samples collected 
after the merchandise has moved in interstate commerce rather than upon sam- 
ples collected before the goods move within Federal jurisdiction. This is so 
because actionable violations normally occur only when misbranded or adulter- 
ated goods are shipped interstate. It is our view that, since a responsible repre- 
sentative of management can and ordinarily does accompany our inspectors 
during factory inspection, the management’s representative has every opportunity 
to collect the samples paralleling those taken by our inspectors. 

The law presently provides that a subdivision of samples taken after the goods 
enter interstate commerce shall be made available subject to the exemptions 
authorized in the statute 

“(3) That a shipper of food, drug, or cosmetic products can request and receive 
examination of a shipment of such products, and that clearance of the merchan- 
dise by the agency upon such examination shall be final for all nonperishables.” 

This objective could not in our opinion be accomplished by administrative 
action When the present law was being considered by legislative committees 
during the period from 1933 to 1938 the proposal was made to establish a volun- 
tary inspection system of all articles subject to the law. The service would have 
been rendered only on the application of the manufacturer and payment by him 
of the cost. After extensive hearings, the proposal was rejected except with 
resnect to seafoods. 

We could not accept the view that the results of examination of samples from 
shipments of nonperishables should be final. Laboratory analyses alone are 
incapable of revealing a number of serious defects, such as the presence of certain 
forms of filth, faulty sealing of cans, ete. Under the statutory authority to 
grant inspection to seafood plants, we observe the raw material and all steps 
in its preparation and processing, followed by laboratory tests of the finished 
product. Nevertheless, there have been a few instances where faulty cans or 
other imperfections not detected at the time of examinations made it necessary 
to remove the goods from the market as.a measure of public protection. 

“(4) Authority should be given the Food, Drug, and Cosmetic Branch to re- 
quest the Secretary of Agriculture to direct inspectors of the Federal-State 
Agricultural Inspection Service to draw samples of specified shipments for 
examination by the laboratories of the Food and Drug Branch. It is intended 
that a portion of such sample would be delivered to the owner of the goods or 
commercial laboratory specified hy him. This authority would avoid the need 
for a large increase in the number of food and drug inspectors.” 

I doubt that his suggestion would prove workable. We would ordinarily not 
know whether we wanted samples from a plant until we had inspected it and 
found something suspicious. We then select for sampling shipments to a point 
at or near the location of one or more of our own inspectors. The cost to the 
Department of Agriculture of keeping us currently advised of the location and 
movements of its inspectors would probably not be offset by the saving in time 
in those instances where their inspectors are more easily available than ours. 

“(5) Provision should be made for automatic hearings on food standards at 
least every 3 or 5 years. As an example of what I have in mind on this score— 
present food standards adopted by process of regulation published by the Federal 
Security Agency permit manufacture of raspberry jams and jellies from fresh, 
canned, or frozen berries. Now, we are producers of dried raspberries, but 
jams and jellies made from our dried berries must be labeled ‘Imitation.’ This 
silly regulation was adopted in 19838 and it has been impossible to obtain a 
rehearing on this set of standards in 14 years’ time.” 
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The automatic reopening of the hundreds of different food standards every 
3 or 5 years would be a colossal task. Some recent hearings have resulted in 
records of many thousand pages on single issues. The present law in our opinion 
deals adequately with this problem. It provides in section 701 (e) (p. 44 of the 
enclosed circular) that “The Administrator, on his own initiative or upon appli 
cation of any interested industry, or substantial portion thereof stating reason- 
able grounds therefor, shall hold a public hearing upon a proposal to issue, 
amend, or repeal any regulation contemplated by any of the following sections of 
this act: * * *.” One of the sections referred to is that relating to food 
standards. 

A review of the public record shows that no substantial evidence was intro 
duced at the jam hearing advocating the use of dried raspberries in the prepara 
tion of raspberry jam. The law requires that we act only on such evidence 
We find no record of any petition to the Administrator asking that a hearing be 
called to amend the standard to permit the use of dried raspberries. We do not 


know what the facts are with respect to the desirability of including dried 
raspberries among the ingredients which can be used in making raspberry jam 
We are not opposed to the use of dried fruits where this is not contrary to 


consumer interest. The standard for apple butter, for example, permits the use 
of dried apples. 

We are advised informally that the National Preservers Association has been 
asked to petition the Federal Security Agency to amend the jam standards 
generally to permit the use of dried fruits, but no such petition has been 
received. 

Mr. Hallauer, in connection with this suggestion, refers to the designation of 
jam made from dried raspberries as “imitation.” The standard of identity 
itself does not require this. It is an outgrowth of the Supreme Court decision 
in the Pure Food Manufacturing Company case regarding “imitation jam.” <A 
copy of the decision is enclosed. 

“(6) Seized food products shoyld be released promptly when destined for 
nonhuman use.” 

We concur. The disposition of seized goods is, of course, a matter handled 
by the courts and the United States attorneys. The statute now authorizes 
prompt disposition. This is set forth in a provision to section 304 (d) of the act: 
“That after entry of the decree and upon the payment of the costs of such pro 
ceedings and the execution of a good and sufficient bond conditioned that such 
article shall not be sold or disposed ef contrary to the provisions of this act or 
the laws of any State or Territory in which sold, the court may by order direct 
that such article he delivered to the owner thereof to be destroyed or brought 
into compliance with the provisions of this act under the supervision of an 
officer or employee duly designated by the Administrator, and the expenses of 
such supervision shall be paid by the person obtaining release of the article under 
bond.” We have always permitted conversion of violative foods into animal 
feeds as a method of bringing them into compliance. 

Because of your interest and that of Mr. Hallauer in the effect of the Cardiff 
decision upon the enforcement of the Food, Drug, and Cosmetic Act we are 
enclosing two copies of a recent statement about this matter. 

If you wish to pursue any phase of this matter further either I or one of my 
associates will be available to discuss it with you or a member of your staff at 
your convenience. 

Sincerely yours, 
C. W. CRAWFORD, 
Commissioner of Food and Drugs. 





OROVILLE, WASH., December 26, 1952. 
Hon. WARREN G. MAGNUSON, 
United States Senate, Washington, D. C. 

Dear SENATOR MaGnuson: According to recent reports in Time, and other 
periodicals, and also in the daily press, it appears that the Food, Drug, and 
Cosmetic Branch of the Federal Security Agency will shortly request the new 
Congress for power canceling the effect of the recent Cardiff case, as decided 
by the United States Supreme Court. Mr. Cardiff, president of the Wash 
ington Dehydrated Food Co., of Yakima, was sustained by the Court in his 
position that he had the right to refuse entry to his food processing factory by 
the inspectors of the Food and Drug Branch. This decision by the Supreme 
Court was based on inconsistencies in the present law. 
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I ny part, I am perfectly willing that the food and 





Branch have 
enter and inspect the premises of my food processing plant at any 
Lime he purpose ol this branch of the Federal service is to pre tect the health 
the public and they should have adequate police power to enable them to 





i vy realize this ecessary obje ve (on the other hand, we processors of 
wds should be protected from partiality and record making eager beavers in the 

F ar Drug Branch by requiring latively that 
1) Food and drug inspectors on factory inspection duties must request that 
f ry ager or an eniy ee designated by him accompany the inspector 

he pection tou 
2) That an adequate portion of all samples (sufficient for laboratory tests) 
I v hy S hspect 1) delivered to the factory manager or commercial 
bora esignated by him at the conclusion of the inspection tour 
That a shipper of food, drug, or cosmetic product can request and receive 
examination of a shipment of such products, and that clearance of the mer- 
handise by the agency upon such examination shall be final for all nonper 
shable 
t Al itv should be g the Food, Drug nd Cosmetie Bra ch to request 
h ‘ f Agriculture direct inspecto e Federal-State agricultural 
II servi to draw sat es of specified shipments for examination by 
he laboratories of the Food and Drug Branch It ntended that a portion 
of such s ple would be ¢ ered to the owner of the goods or commercial 
tory specified by hin This authority would avoid the need for a large 
se in the number of food and drug inspectors 


>) Provision should be made for automatic hearings on food standards at 





every > ol G vei rs \ itt . ampie f at I ha t 1! i nd on this core 

esent food standards adopted by process of regulation published by the Federal 
Security Agency, permit manufacture of raspberry jams and jellies from fresh, 

nned, « frozen berries Now, we are producers dried raspberries, but 
jams and jellies made from our dried berries must be labeled, “Imitation.” 
his silly regulation was adopted SSS and it has been impossible to obtain 

ehearing on this set of standards 14 years’ time 

(6) Seized foods products should be released promptly when destined for 
, rn} 


man use 
} 


It amounts to this: The food processors of this country are anxious to help 


the Food at d Drug Bi neh n ts eltorts To protect the health of the people 
If we e to help in this protective effort, we also need cooperation from the 
Food, Drug, and Cosmetic Branch which has indicated that a manufacturer or 
shipper of goods was a suspicious character or worse A new outlook on life is 
needed by this agency The new watchword should be “Cooperation with in 


lustry,” replacing the old attitude of “Make it rough and tell ’em nothing.” 
Yours truly, 
VaLLEY EvAporatine Co., 
WILpeur G. HALLAUER, 
Manager, Oroville Branch. 
FEBRUARY 2, 1953 
Wrisur HALLAUER, 
Hrouse of Re prese ntatives, 
Olympia, Wash. 

Dear Wis: Re correspondence Food and Drug, believe friend Crawford re 
marked goods are readily released when found suitable for reprocessing. 

On December 8 some 321 cases dried apples were seized at Brechet & Richter 
Co., 200 Second Street North, Minneapolis, Minn., which we had shiped ex ware- 
house Birmingham ; these were off color and in shipping warehouse made an error 
and shipped part of some lots infested. We were going to dump or bring back 
here for reprocessing. The warehouse admitted the error and wrote us a letter 
taking full responsibility, the originals were sent to attorneys in Minneapolis and 
they secured court release of goods after we put up a bond for twice value of the 
goods. Goods can just now be shipped today, February 2 per phone from Minne 
apolis, bond supplied, goods at mincemeat manufacturers, both mincemeat and 
dried apples seized. Where an error such as this occurs and where so easily 
determined by Food and Drugs to be a bona fide error why all the monkey business 





oe. 
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and expense? Did I hear something to the effect that manufacturers should 
always show a cooperative attitude? Why not Food and Drug also? The point 
is they won't unless compelled 
Very truly yours, 
VALLEY EVAPORATING Co 
By RaLepH HALLAUER, 
Secretary 


DECEMBER 16, 1952 
Mr. RALPH HALLAUER, 


Valley Evaporating Co., 
Yakima, Wash 


DrEAR Mr. HALLAUVER: On November 18, 1952, we shipped to Brechet & Richter, 
200 Second Street North, Minneapolis, Minn., via Silver Fleet Motor Express 
Inc., 171 50-pound, 195 40-pound, and 146 25-pound cases evaporated apples under 
pro. No. 01-04418 containing portions of lots which Mr. Speckeen of the Valley 
Evaporating Co., Yakima, on his visit here on October 80 to November 1, 1952, ex 
amined in our presence and who instructed, because of seeming infestation, were 
not to be shipped in interstate commerce to Brechet & Richter or any similar 
buyer. 

The lots prohibited from such shipment were located on the second floor and 
were as follows: 

10 cases 50-pound Near Standard and Southern Special evaporated apples 
79 cases 50-pound Southern Special evaporated apples 
242 cases 25-pound Southern Special evaporated apples 

Due to an error entirely on our part we shipped some portions of the question 
able lot above mentioned to Brechet & Richter and we accept the responsibility 
for such error. 

We hope this will clear up any misunderstanding and if there is any further 
information we can give you, please let us hear from you 

Very truly yours, 
THOMAS N. NELSON & Co., IN¢ 
THos. N. NELSON. 
The CHarMan. This closes the hearing. 
(Thereupon, at 6:20 p. m., the hearing was concluded. ) 


x 





